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This book explores the current debates and conflicts pertaining to intellectual 
property (IP), trade and access to medicines in Africa as a public health issue, 
in a public health context. The Reader has a broad focus running across fourteen 
chapters. It examines the complex web of access to medicines, while introducing 
major concepts pertaining to access to medicines such as IP, trade, medicine 
and human rights, and provides a historical overview of the nexus between IP 
and human rights. It establishes the link between human rights, IP and access 
to medicines within the context of developing countries broadly and Africa 
in particular. The Reader discusses key flexibilities within the international IP 
framework championed by the TRIPS Agreement to enhance access to medicines, 
including compulsory licensing and parallel importation, while addressing 
impediments therein which provoked the Doha Declaration and arrangements 
thereafter. It also examines issues such as the implications of data exclusivity 
and linkage techniques; the role of anti-counterfeiting and competition laws in 
checking the effect of IP regimes; current threats to access to medicines at the 
international, regional and national levels such as the influence of regional or 
bilateral trade agreements; and research and development in respect of medicines 
for neglected and (re)emerging infectious diseases. It discusses the contributions 
of naturopathic and traditional medicines as parallel and complementary systems to 
modern medicine in the access to medicines landscape in the African context. The 
Reader further addresses the implications of the difficulty of access to medicines 
for women, children and other social minorities such as disabled persons and 
Lesbian, Gay, Bisexual, and Transgender (LGBT) persons.

This Reader comes at a critical time, and potentially, a turning point in the history 
of public health crisis in Africa – when concerns about access to medicines have 
been heightened in the face of (re)emerging diseases and today the COVID-19 
pandemic – a situation which has revealed gross lapses in public health governance. 
It is written in a simple language, making its content accessible to a wide audience. 
It contains informative and useful graphs, text boxes and illustrative excerpts 
from various primary and secondary sources. The Reader is likely to become an 
invaluable tool for a wide range of persons and institutions, including academics, 
students, legal practitioners, health professionals, drug procurement agencies, 
civil society organisations and the public at large, involved or interested in the 
access to medicines discourse.
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foreword

Since 1970, 32 new diseases have surfaced around the world including HIV, 
the severe acute respiratory syndrome (SARS) and presently, COVID-19, 
against the backdrop of  escalating costs of  drug development, challenging 
pharmaceutical research priorities, and stiff  intellectual property (IP) and 
trade regimes. It has been suggested that more public/private partnerships 
and possibly IP reform is needed to alleviate these challenges and ensure 
access to medicines in poorer regions of  the world. A new model for 
public health is needed for the 21st century, one that acknowledges disease 
prevention and health promotion rather than reliance on biomedical 
model of  drug for everything to enable people to be healthier for longer. 
In fact, research often fails to consider the pressing health issues of  poorer 
countries, or offer solutions that are too costly and depend on developed 
infrastructures. Research and development (R&D) of  medicines continue 
to be dominated by just few countries with the US accounting for 49 per 
cent of  global expenditures followed by Japan (13 per cent) and the UK 
(7 per cent). Private non-profit organisations such as the Bill and Melinda 
Gates Foundation has contributed to the tune of  8 per cent and donated 
US$1 billion to health projects,1 in including making much needed 
medicines more accessible in poorer communities.

There is an emergent theory considering access to medicines as a new 
right within the human rights agenda, and no longer a mere adjunct or 
component of  the right to health. Access to medicines is complementarily 
viewed from a double perspective: human rights and public health. From 
a human rights perspective, access to medicines does not only include the 
four dimensions of  non-discrimination, physical accessibility, economic 
accessibility and information accessibility as defined in General Comment 
No 14 of  the Committee ESCR, but also, availability of  quality (safe and 
efficacious) medicines at all times under proper prescriptions and rational 
use following rational supply and distribution chain and management 
systems. 

As a matter of  fact, medicines are not fully available to a population 
unless they are provided and used in such a way that the patient is most 
likely to receive maximum benefit. In many situations, inappropriate 
prescription, dispensing and consumption of  medicines frustrate this end. 
From a public health perspective, access to medicines does not depend 

1 C White ‘Global spending on health research still skewed towards wealthy nations’ 
www.ncbi.nih.gov/pmc/articles/PMC526148/ (accessed 14 June 2016).
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solely on states’ obligations in terms of  putting in place sound legal 
and policy frameworks (adequate IP and trade laws, and competition, 
pricing and licensing policies). It also depends on sustainable financing, 
transparent procurement, appropriate supply chain and management 
distribution systems as well as the rational selection and use of  medicines. 
Besides, states have legal obligations to ensure non-discriminatory access 
to medicines, cost-effectiveness of  treatment through the regulation of  
market inequities that distort access, institute organised and reliable health 
systems, show clear prominence of  access to medicines in budgetary 
priorities and be ready to be accountable when set standards are not met. 

Therefore, ensuring access must be understood as the processes 
of  making medicines available through regulation and identifying and 
removing barriers.2 In this light, the Resolution of  the African Commission 
on Access to Health and needed Medicines in Africa (2008) maintains that 
‘access to needed medicines for treatment, prevention and palliative care is 
a necessary condition for leading a healthy and dignified life’, and enjoins 
African governments ‘to protect access to needed medicines from actions 
by third parties through regulatory systems that ... stimulate and promote 
competition, intellectual property, consumer protection and other laws to 
promote access to medicines’.

Revised Guideline 6 of  the International Guidelines on HIV/AIDS 
and Human Rights provides that ‘States should review and, where 
necessary, amend or adopt laws, policies, programmes and plans to realize 
universal and equal access to medicines’. Thus, import duties, customs 
laws and value-added taxes as well as trade, (anti-)competition laws and 
IP laws may hinder access to medicines at affordable prices and should 
be revised so as to maximize access. The Guidelines also exhort States 
to ‘ensure that current national laws, policies, programmes and plans 
affecting access are consistent with international human rights norms, 
principles and standards’. This statement indicates that states have the 
primary duty to ensure access to medicines as a right. Leisinger notes 
that ‘[t]he Nation State, supported by the international community, 
bears the primary responsibility for ensuring that the right to health is 
respected, protected, and fulfilled’. These duties cannot (and should not) 
be delegated to any other organ of  society. Yet, today, health outcomes 
under the leadership of  states as primary duty bearers are ‘unacceptably 
low across much of  the developing world’.3 But this tendency has often 

2 See A Yamin ‘Not just a tragedy: Access to medications as a right under international 
law’ (2006) 21 Boston University International Law Journal 327.

3 K Leisinger ‘Corporate responsibilities for access to medicines’, Novartis Foundation 
for Sustainable Development (2008) www.novartisfoundation.org (accessed 9 May 
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been justified by the fact that developing countries and least developed 
countries (LDCs) are essentially poor and lack the necessary funds to fulfil 
health obligations. A defence by governments in developing countries 
often is that ‘[w]hile developing countries hold the ‘primary obligation’ 
for ensuring access to essential medicines within their jurisdiction, there 
are times when they might not have the necessary resources available to 
support such an effort’.4

The 2003 NEPAD Health Strategy enjoined national governments 
to adopt sustainable and effective health policies depending on each 
country’s health priorities, which invariably include access to medicines 
policies. This may be achieved, but only if  rhetoric is matched with 
practical implementation measures. Meanwhile, successful stewardship 
entails policy and plan formulation including the determination of  the 
role of  the private sector and civil society, health legislation, coordination 
of  effort and the development of  norms and standards. Certainly, 
these may be back-breaking reforms for African countries with meagre 
resources and inadequate technical expertise for the most part and, that 
is why international cooperation and assistance are needed to sustain 
efforts. At the same time, African governments need to prioritise spending 
on health related issues in national budgets to reduce disease burden. 
Consequently, implementing the Abuja commitment of  allocating 15 per 
cent of  public expenditure on health in addition to international assistance 
and cooperation would ease access to medicines measures.

Assessment of  critical needs around human resources, the importance 
of  mobilising political will and donor community support, international 
assistance and cooperation, filling the enormous gaps in manufacturing 
capacity, reducing the rigours of  IP standards and resorting to TRIPS 
flexibilities, making use of  relevant competition and anti-counterfeiting 
laws as well as resolving social biases of  gender and stigma are all critical 
factors that must be addressed in any national strategy to increase access 
to medicines for all. The COVID-19 pandemic has clearly shown that 
the access to medicines narrative is not just about medicine and law, IP 
regimes, trade policies and the politics of  the pharmaceutical industry; 
it is also about public health systems and governance, which can have a 
significant impact on access to medicines. 

2011).

4 E Mok ‘International assistance and cooperation for access to essential medicines’ 
(2010) 73-81 http://scholarship.law.georgetown.edu/facpub/607 (accessed 9 May 
2011); see P Hunt & R Khosla ‘The human right to medicines’ (2008) 5/8 Sur-
International Journal on Human Rights 101-121.
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This Reader is an invaluable tool. It comes at a time when concerns 
about access to medicines in relation to Africa in the face of  (re)emerging 
diseases have heightened, the current rapidly spreading and ravaging 
COVID-19 being a perfect example.

The Reader is written in a simple style, accessible to a wide audience. 
In other words, it is designed to meet the needs of  a wide range of  persons 
and institutions, including academics, students, legal practitioners, health 
experts, drug procurement agencies, civil society organisations and 
the public at large, involved in or interested in the access to medicines 
discourse. 

The delay in getting this Reader published is regretted. It sets out 
the position as at July 2020. Obviously, much has since then transpired, 
particularly in relation to COVID-19. Issues arising from the availability 
of  the vaccines, for example, are consequently not covered in this Reader. 
Hopefully, a revised and updated version of  this Reader will appear in due 
course.

Frans Viljoen
Director, Centre for Human Rights 

September 2020
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Preface

The economics of  medicines invariably involves IP and trade issues, 
triggering human rights concerns. As a result, the questions that arise in 
the access to medicines debate are: How can a balance be struck between 
the pursuits of  IP and trade rules, on the one hand, and the pursuits of  
the right to health, on the other hand? How can the economic/financial 
interest-based philosophy of  IP and trade accommodate an access to 
medicines human rights-based approach, considering that access to 
medicines is an important component of  the right to health and even a 
fundamental right in its own right? What are the IP and trade hurdles 
to access to medicines and how do they impede access? What are the 
human rights duties and strategies of  states and institutions as well as the 
mechanisms for overcoming the hurdles in order to achieve overall access 
to medicines in Africa? These are some of  the core concerns this Reader 
addresses. It is important to note a priori that the topics covered in the 
Reader explore the current debates and conflicts pertaining to IP, trade and 
access to medicines in Africa as a public health issue, in a public health 
context. The Reader has a broad focus running across fourteen chapters. 

The Reader examines the complex web of  access to medicines, 
which convenes social, political, economic, cultural, ethico-moral and 
philosophical delicacies, amongst others. The Reader introduces major 
concepts pertaining to access to medicines such as intellectual property, 
trade, medicine and human rights, and provides a historical overview of  
the nexus between IP and human rights. It then proceeds to establish the 
link between human rights, IP and access to medicines within the context 
of  developing countries broadly and Africa in particular, in addition 
to tracing the evolving debate on IP and access to medicines within a 
changing global environment. 

The Reader discusses key flexibilities within the international IP 
framework championed by the TRIPS Agreement to enhance access 
to including compulsory licensing and parallel importation, whilst 
addressing impediments therein which provoked the Doha Declaration 
and arrangements thereafter. Options outside the TRIPS and Doha 
agendas (legal and non-legal) available to developing countries and LDCs 
to enhance access to medicines are equally explored.

Capacity and quality assurance of  medicines and related issues as 
approval, registration procedures and procurement policies against the 
backdrop of  data exclusivity rambles are explained. The Reader analyses 
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the purport and implications of  data exclusivity and linkage techniques. It 
highlights the push by multinational companies to obtain exclusive rights 
over their test data to prevent competition from generic producers or bar 
compulsory licenses, on the one hand, and to prevent regulatory authorities 
from authorising the registration of  a generic version of  the patentee’s 
patented drug, on the other. The Reader then proceeds to examine the role 
of  anti-counterfeiting and competition laws in checking the effect of  IP 
regimes, pointing to the fact that anti-counterfeiting laws which frustrate 
competition cannot facilitate access to medicines, and may even be ‘TRIPs 
plus’ from the standpoint of  the Kenyan example.

Discussions further address current threats to access to medicines at 
the international, regional and national levels such as the influence of  
regional or bilateral trade agreements, notably Free Trade Agreements 
(FTAs), which often incorporate ‘TRIPS plus’ standards impeding access. 
These agreements often lay emphasis on stiff  protection regimes in favour 
of  pharmaceutical trade policies over access to medicines concerns. 

Access to medicines difficulties has implications on women, children 
and other social minorities, particularly, persons with disabilities (PWDs)
and lesbian, gay, bisexual, transgender (LGBT) persons. These categories 
have attracted different considerations leading to different levels of  access 
to medicines in an already discriminatory context of  HIV. Whereas, 
everyone has the right to access to medicines; a right grafted on the more 
general right to health. How and what avenues could be convened to 
offset discriminatory and unequal access to these minorities’ contexts are 
therefore examined in this Reader. 

Debates on efforts at shaping health research priorities especially 
towards neglected and (re)emerging infectious diseases are visited. The key 
to medicines is R&D for new and more efficient medicines. Discussions 
therefore focus on R&D for medicines for neglected and (re)emerging 
infectious diseases, showing how a shift in pharmaceutical research 
from the tropical diseases (on a cost benefit analysis basis), may cause 
a resurgence or re-emergence of  once declared eradicated diseases. The 
Reader then analyses the duty of  states under human rights law to fulfil 
the right to health and highlights strategies that may be deployed within 
human rights institutions as well as procedures to ensure increased and 
universal access to medicines in Africa.

This Reader was closed for publication just before the advent of  the 
COVID-19 pandemic, revealing new access to medicines challenges and 
perspectives. It was therefore necessary to include a fortune chapter on 
the subject, showing the new dynamics the disease has introduced in the 
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access to medicines quagmire, including the need to rethink public health 
systems and governance in Africa. 

One more thing. The structure of  this Reader is by no means logical. 
Basically, the structure of  the defunct short course on IP, human rights and 
access to medicines, on the Advanced Human Rights Courses (AHRC) 
programme of  the Centre for Human Rights has been largely adopted. 
This structure is convenient for the practical purposes of  understanding 
the intricate issues in the IP and access to medicines interface. A ‘general 
introduction’ has been deliberately omitted and transposed to a first 
chapter, which highlights background issues including the operational 
definitions of  key terms. In a classical book structure, this could have been 
perhaps more appropriate in the ‘general introduction’. The adoption of  
an introductory chapter has the merit of  providing ample background 
information and directly pitting the discussions of  a would-have-been first 
chapter in a classical structure (now second chapter) in focus.

Atangcho N Akonumbo
July 2020
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The Problem of access To medicines 
in africa: seTTing The conTexT 
and concePTual clarificaTions

Viewing access to medications as a matter of  fundamental human rights 
forces us to face the momentous suffering and loss of  life that is occurring 
in developing countries due to HIV/AIDS, tuberculosis, malaria, and other 
diseases as not just a tragedy; it forces us to recognise it as a horrific injustice... 
Human rights set out an alternative paradigm to models based entirely on 
charity or cost-effectiveness, which among other things, demands meaningful 
popular consultation and participation in decisions affecting access to 
medications, including the adoption of  trade and intellectual property regimes 
that could affect accessibility.

(A Yamin ‘Not just a tragedy: Access to medications as a right under international law’ 
(2006) 21 Boston University International Law Journal 325 370)

1 Situating the discourse on access to medicines

The realisation of  the right to health in Africa, as in other poor regions of  
the world, is an age-old problematic. Amongst the core elements of  the right 
to health, access to medicines stands out prominently but has remained 
seriously wanting due to poverty levels, which inhibit affordability. Poverty 
is a vicious cycle that occasions ill health and ill health conversely engenders 
poverty. Increased diseases, death and underdevelopment are at the end of  
the equation. In fact, lack of  access to medicines has been described as the 
global medicines gap.1 This is explained by the existing global inequities 
in access to pharmaceutical products between rich and poor countries due 
to market and government failures, and the huge income gap between 
these countries. Consequently, multiple policies are required to address 
this global drug gap for three categories of  pharmaceutical products: 
‘essential’ medicines, new medicines, and yet-to-be-developed medicines.2 
Understanding the phenomenon and enormity of  access to medicines in 
Africa, immediately calls for the situation and theorisation of  access to 

1 See generally K Wiedenmayer ‘Access to medicines medicine supply: Lessons learnt 
in Tanzania and Mozambique’ A capitalisation report established in the frame of  
the SDC backstopping mandate 2004 of  the social development division’s health 
desk, Swiss Centre for International Health 5 http://apps.who.int/medicinedocs/
documents/s18422en/s18422en.pdf (accessed 9 May 2011). 

2 M Reich ‘The Global Drug Gap’ (2000) 287 Science 1979-1981.
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medicines as a component of  the right to health and a public health issue, 
in the public goods arena. 

Within the theory of  public goods, health finds prominent space 
as a pure public good and is therefore subject to the standards of  non-
excludability and non-rivalry in access unlike typical private goods. A public 
good is provided by the state and is not subjected to market transactions 
and forces that would bring in rivalry and exclusion. Therefore, a good is 
public because it is accessible to, and benefits all and sundry. It is important 
to note that a public good is not only considered in the narrow sense of  a 
commodity; it may well be any action, measure, policy, reform, institution 
etcetera, which positively affects a greater number of  persons in the sense 
that its benefits cannot be withheld from the public (that is, it has non-
excludable benefits). State policy choices actually decide on the public or 
private nature of  some goods. Thus, public health and access to medicines, 
whether in isolation or as a whole, are public goods as they both involve 
commodities and are driven by measures, standards, policies, institutions, 
mechanisms and the like.

The access to medicines discussion, unavoidably and intrinsically 
incorporates two elements that depict the double facet of  ‘goods’ in the 
theory of  public goods. ‘Medicines’ are public goods (commodities) that 
benefit the public, while the notion of  ‘access’ brings into play actions, 
measures, policies, reforms, institutions etcetera, as goods that benefit 
the public. The claim that medicines are public goods means that the 
innovation (formula for a new drug, device, etcetera) is non-rivalrous, that 
is, the use of  the formula for a drug to benefit one population will not 
compete with a similar use for another population, which is clearly the 
case if  pharmaceutical knowledge is freely available. It must also be non-
excludable, that is, no one can be effectively excluded from access, which 
requires that the prices be brought down to the long-term marginal cost of  
production.3

Public goods may be national when provided and regulated by the 
state in terms of  laws, policies and institutions put in place to ensure their 
availability. However, they may also be or become global (global public 
goods) when they have transnational or global implications. For example, 
health and security are, or may no longer (be) national in the event of  
pandemics like HIV/AIDS and COVID-19 and so are transnational 
and international crimes as well as environmental actions and policies 
which have trans-border implications calling for multilateral actions and 

3 T Pogge World poverty and human rights: Cosmopolitan responsibilities and reforms (2008) 
240-244.
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measures (prevention and regulation, as the case may be). Still, one of  the 
virulent aspects of  globalisation is trade fluency across borders calling into 
play multilateral trade rules and regimes for the protection of  intellectual 
property rights (IPRs) in the interest of  both creators and distributors of  
goods and services and ultimate consumers. However, the major setback 
in the globalisation of  public goods in the search for equity and justice 
between nations, states, peoples, groups, communities, cultures, regions 
and generations is the very inequality that exists between them, resulting 
in whether poorer states are capable of  absorbing the shock of  the weight 
of  the process generated by richer nations. This is exactly the whirlpool 
in which access to medicines discourse is situated in the face of  the 
monopoly power of  the pharmaceutical industry of  the North, sustained 
by stiff  intellectual property (IP) and trade and competition law regimes 
vis-à-vis the health dilemma of  poor countries of  the South, notably those 
of  Africa.

The definition of  global public goods is blurred, as some goods are 
complex in nature while others have literally changed over time from the 
public regime to the private regime and vice versa. Indeed, current strides in 
the access to medicines debate to ensure universal access of  medicines are 
to avoid the former situation in the face of  existing IP and trade regimes, 
which tend to mischievously shift public health and access to medicines 
into the private goods domain enveloped in rivalry and excludability of  
benefits. Although the balance between equity and efficiency generally 
rests in the heart of  globalisation of  public goods, particularly, concerns 
about the adequacy or inadequacy of  access to medicines in the realisation 
of  the right to health as a public good is often in issue as well. 

When the notion of  ‘right’ is attached to health, it is not just a public 
good, but also, in effect, an enforceable legal entitlement. The right to 
access to medicines has been recognised as implicating both the right to 
life and the right to health under international law.4 Medicines, as global 
commodities, are vulnerable to market forces and the legal constraints 
imposed by international trade and IP regulation (patent laws), as well as 
country-level import/export taxes, tariffs, and regulations. 

Just as these larger issues are contextualised within the current 
global macroeconomic situation, issues of  accessibility, availability, 
and appropriateness will also be contextualized within a constellation 
of  culturally significant factors (such as economic status, gender roles, 
stigmatisation of  diseases, geographic location, and ethnicity). These 

4 A Yamin ‘Not just a tragedy: Access to medications as a right under international law’ 
(2006) 21 Boston University International Law Journal 370.
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socioeconomic features will largely determine the ability of  specific 
individuals, families and communities to access medicines that are 
available in any given location. Therefore, ensuring access to medicines 
must be understood as the processes of  making medicines available 
through regulation, importation, distribution, and safe prescribing, and of  
identifying and removing the barriers which must be locally defined and 
addressed.5

The access to medicines saga is one of  Africa’s unforgettable twilight 
tales. Whether viewed from an IP perspective or as purely a human rights 
concern, it is true that the end of  the story is not at sight despite the 
intriguing and devastating consequences of  the phenomenon on the lives 
of  the peoples of  Africa. As matter of  fact, disease in particular, no less 
than public health in general, is just one of  Africa’s woes. The continent 
whether by design or mere fate or astute (un)fairness was unwittingly 
described by The Economist in 2004 as the continent of  three ‘Ds’: Disease, 
Death and Despair. It is not the place here, in this Reader, to discuss all the 
possible facets of  the ‘Ds’, since for one, health alone and above everything 
else, accounts for the sustainability of  anyone’s endeavours towards his/
her very existence and enjoyment of  fundamental rights. Health, whether 
physical or mental, is determined by the highest attainable standard, and 
access to medicines as a separate right is core to this standard as much as 
diagnostic and therapeutic kits/processes, that is, any product, method 
or technology for health care. However, the issue of  access to medicines 
in Africa demands that if  any meaningful discourse has to be achieved, it 
should be unreservedly and trenchantly approached from a human rights 
perspective, in view of  the realities of  the continent.

2 Parameters and problems of access to medicines 

Public health and the right to health in African countries have remained 
problematic essentially due to non-access to quality and cost-effective 
medicines. But the broader question of  accessibility to medicines is one 
of  non-discrimination, equality, affordability, physical and information 
accessibility, accessibility to quality6 medicines and the availability of  
medicines in sufficient quantities at all times. To these should be added 
(the existence or lack of) proper health infrastructures and adequate health 
budgetary allocations as well as the rational selection, procurement, 

5 ‘Access to medicines in Uganda: Intersections with poverty’ http://www.
unmillenniumproject.orgdocumentsTF5-medicines-Chapter4.pdf  (accessed 17 May 
2011).

6 Quality here would mean, scientifically approved and unexpired drugs and hospital 
equipment.
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distribution, and use of  medicines. Beyond the problem of  accessibility, 
there is yet an opposite problem. In Africa, therapeutics exist in some 
cases to treat prime diseases including neglected diseases (NDs), but the 
problem is one of  bioavailability in the human system in relation to high 
dose and very long dose frequency, toxic and unpleasant side effects, 
patient compliance and resistance, which may lead to poor treatment.

The just mentioned parameters from which the reasons for the lack 
of  access to medicines may be adjudged are comprehensive, but in many 
cases high prices is the major barrier. Prohibitive medicine prices are often 
the result of  strong IP protection. Patent monopolies have been called to 
the bar here as the main reason for the unaffordability of  medicines in poor 
regions including Africa. No doubt, the patent system has both potential 
advantages and costs.7 Indeed, concerns about the undisputed effect 
of  high cost of  medicines have been registered in various international 
quarters. In the Doha Declaration on the TRIPS Agreement and Public 
Health, the World Trade Organisation (WTO) trade ministers while 
acknowledging that ‘IP protection is important for the development of  
new medicines’, also recognised the ‘concerns about its effects on prices’.8 
The UN Human Rights Council in a Resolution on access to medicine 
in the context of  the core standard of  right to health – enjoyment of  
the highest attainable standard of  physical and mental health – also, 
recognised that IP protection is ‘important for the development of  new 
medicines’, but also showed ‘concerns about its effects on prices’.9 These 
pronouncements are indicative that although the protection of  IPRs is 
fundamental for the realisation of  the right to health in terms of  securing 
incentives for research and development (R&D) for drugs, IPRs should 
not be put ahead of  the right to health. In other words, health interests 
should have primacy over the mercantile interests of  IPRs. Indeed, the 
human right to essential medicines is much broader than a claim against 
the negative impact of  IPRs. The UN Committee on Economic Social 
and Cultural Rights (Committee ESCR) in a General Comment 17 on the 

7 Ismail, F ‘The Doha Declarartion on TRIPS and public health and negotiations in the 
WTO in paragraph 6: Why PhRMA needs to join the consensus’ (2003) 3 Journal of  
World Intellectual Property 394-395.

8 Para 3 of  the Doha Declaration discusses severally in subsequent chapters of  this 
Reader. The WTO Agreement on Trade Related Aspects of  Intellectual Property 
Rights (TRIPS Agreement) is the main international agreement on IP for WTO 
member states. It provides minimum IP standards, which are binding on all WTO 
member states.

9 Human Rights Council, promotion and protection of  all human rights, Civil, Political, 
Economic, Social and Cultural Rights, including the right to development, Res 12/24. 
‘Access to medicine in the context of  the right of  everyone to the enjoyment of  the 
highest attainable standard of  physical and mental health’ Twelfth session A/HRC/
RES/12/24 12 October 2009 para 5.
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right everyone to the enjoyment of  the benefits of  scientific progress under 
15(1)(c) of  the International Covenant on Economic Social and Cultural 
Rights (ICESCR) lays emphasis on this point.

Beyond the effect of  the patent monopolies, however, there are 
other major factors that deny access by the populations of  low-income 
countries to effective medicines for the treatment of  the diseases which 
they are subjected to. Poor infrastructure and unreliable medicine supply/
distribution systems, waste and inefficiencies in managing logistics add 
to low availability of  medicines.10 Medicines are a significant part of  
health care: they can save lives and improve health and they are a key 
component for a well-functioning health care system. Medicines can only 
improve health and secure development gains if  they are available and 
affordable for all people. Yet, medicines are not accessible to the poor and 
they remain sick.11 As mentioned earlier, people are poor because they 
are sick and they are sick because they are poor. Hence, fighting disease is 
an efficient mechanism to poverty alleviation and achieving development.

Amongst the health goods that a reliable health system must provide, 
medicines are capital and this put medicines at the heart of  the right to 
health. This can be gleaned from a four-fold standard by which to evaluate 
the right to health discussed further below: 

• Availability of  sufficient and functioning public health-care facilities, 
goods and services. 

• Accessibility of  health facilities, goods and services to everyone 
including non-discrimination, physical, economic and information 
accessibility; 

• Acceptability of  all health facilities, goods and services, respecting 
medical ethics and confidentiality and being culturally appropriate, 
sensitive to gender and life-cycle requirements; 

• Quality of  health facilities, goods and services. 

Understandably, the expression ‘goods’, here, invariably, but most 
especially, includes medicines.

The problem of  access to medicines is not just one of  affordability 
as a result of  strict patent regimes but affordability in a complex web of  
cyclical parameters, stemming from the very fact that access to medicines 
is a multidimensional concept. It has therefore been rightly submitted 
that the ‘[c]auses of  medicine deficiencies can be summarised as poverty 

10 See generally Wiedenmayer (n 1) 3.

11 As above.
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and resource constraints, unaffordable medicine costs, lack of  human 
resources, TRIPS and patent laws, constraints of  infrastructure, poor 
logistics systems, poor regulatory capacity and leadership’.12

The global spending on health research/resources by both the public 
and private sectors rose from US$30 billion to almost 106 billion between 
1991 and 2001.13 It amounted to about US$70 billion in 1998 but it is 
expected to increase to 18.28 trillion in 2040.14 Presently, Global medicine 
spending as a percentage of  total public and private health expenditure 
varies between less than 20 per cent in industrialised countries and up 
to 60 per cent in developing countries. In developing countries up to 90 
per cent of  medicine expenditure is paid for out of  the pockets of  the 
patients themselves,15 against the background of  rare or sheer inexistence 
of  national health insurance schemes in these countries. 

3 ‘Medicines’; not just ‘essential medicines’

Two issues need quick clarification: First, are we talking here of  ‘medicines’ 
in general or just or ‘essential medicines’? This could be answered by asking 
a number of  further questions: is essential used in relation to a priority 
disease … chronic disease … common or recurrent or familiar disease … 
neglected disease or simply because it is some prime or basic medication in 
the circumstances? Or is it essential because the medicine is much needed 
under the circumstances or because it is available but not affordable to 
some people or communities? The questions may go unendingly, but for 
certain, none would be satisfactory. Even an attempted definition by the 
World Health Organization (WHO), an authoritative institution, does 
not sound convincing enough or add anything in view of  the qualifier 
adjective ‘essential’ appended to medicines. At best, the adjective sounds 
weird. The term essential drug was coined by WHO.16 WHO considers a 
drug is ‘essential’ if  it is necessary to satisfy the health care needs of  a 
majority of  the population. According to WHO therefore,

12 As above 6.

13 C White ‘Global spending on health research still skewed towards wealthy nations’ 
www.ncbi.nih.gov/pmc/articles/PMC526148/ (accessed 14 June 2016).

14 See Science Daily www.sciencedaily.com/releases/2016...htm (accessed 20 April 
2017).

15 As above 5.

16 ‘Drug selection for safety-net-provider formularies: Definition of  essential drugs’ 
http://www.medscape.com/viewarticle/442073_2. See also, WHO https://www.
who.int/groups/expert-committee-on-selection-and-use-of-essential-medicines/
essential-medicines-lists (accessed 15 November 2021).
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essential medicines are those that satisfy health care needs of  the population. 
They are selected with due regard to public health relevance, evidence on 
efficacy and safety, and comparative-cost effectiveness. Essential medicines are 
intended to be available within the context of  functioning health systems at all 
times in adequate amounts, in appropriate dosage forms, which assured quality 
and adequate information, and at a price the individual and the community 
can afford. The implementation of  the concept of  essential medicines is 
intended to be flexible and adaptable to many different situations; exactly, 
which medicines are regarded as essential remains a national responsibility.17

Just what medicines could be termed ‘essential’ is the problem. The 
last sentence of  the excerpt resigns in difficulty following the initial 
effort in the preceding sentences to explain the concept. Medicines are 
identified through an evidence-based process, and quality, safety, efficacy 
and cost-effectiveness are key selection criteria. The issue is that every 
single ailment is a public health concern because it affects the right to 
health and, if  mishandled, it may lead to death. An example at hand is 
a simple diarrhoea that is poorly or not treated, that leads to dehydration 
and eventually to death. Thus, referring to ‘public health relevance’ in the 
WHO excerpt above is an absurdity because every single ailment even flu, 
headache or fever is of  public health relevance in the sense of  the core 
standard of  the right to health – the highest attainable standard of  physical 
and mental health. A flu, headache or fever may seem trivial but may lead 
to serious health complications or even death if  not (properly) treated; 
they may as well be symptoms of  graver underlying health conditions. 
A ‘simple’ headache, which seemingly warrants taking aspirin, may 
be hiding a chronic but undiagnosed high blood pressure condition or 
cardiovascular disease. Besides, the ‘public health relevance’ in the WHO 
statement is not defined. Does it refer to a situation of  an epidemic or 
pandemic or endemic disease, for example? 

However, the following criteria has been advanced for determining if  
a medicine is essential:18

• having adequate evidence of  efficacy and safety from clinical studies 
in a variety of  medical settings;

17 ‘The concept of  essential medicines’ http://delhi.gov.in/wps/wcm/connect/bde05d 
8041c46b66ab43fb08d0e5d97a/THE+CONCEPT+OF+ESSENTIAL+MEDICIN 
ES. pdf ?MOD=AJPERES&lmod=1419317021&CACHEID= bde05d8041c46b66ab 
43fb08d0e5d97a (accessed 27 March 2011).

18 M Reidenberg ‘World Health Organization program for the selection and use of  
essential medicines’ (2007) 81 Clin Pharmacol Ther 603-306 cited in ‘How is access to 
medicines a human rights issue?’ Health and Human Rights Resource Guide (2017).



The problem of  access to medicines in Africa: Setting the context and conceptual clarifications   9

• availability in a form that is made properly with adequate bioavailability 
and stability under anticipated storage conditions; 

• the use of  the medicine for its indicated purpose has been well 
established.

This Reader has simply refrained from using the expression ‘essential’ in 
the context of  the discourse on access to medicines in African, considering 
that every single efficient and safe drug for every single malady, even 
the most apparently trivial, is essential in view of  the right to health, 
irrespective of  international or national needs-based qualifications. 

4 Definition of key terms

A few terminologies and concepts have been singled out for explanation 
to help in understanding some areas of  the discussions in this Reader. 
However, some have not received detailed explanations as they have 
either been revisited or are frequently employed in relevant discussions 
in different chapters. The following are considered key but may not even 
be exhaustive ‘key’ terms and concepts in relation to at least five vast 
intertwined and technical fields involved in this course: IP, human rights, 
trade, competition, and access to medicines. 

Medicine, medication, drug: In this Reader, these expressions are used 
interchangeably although with more preference to ‘medicine’. Simply 
stated, a medicine or drug is a chemical substance or other preparation 
used for the treatment or prevention of  disease. Under South African Law, 
for example, ‘Medicine’ is taken to mean:

[A]ny substance or mixture of  substances used or purporting to be suitable for 
use or manufactured or sold for use in:
a. the diagnosis, treatment, mitigation, modification or prevention of  

disease, abnormal physical or mental state or the symptoms thereof  in 
man; or

b. restoring, correcting or modifying any somatic or psychic or organic 
function in man, and includes any veterinary medicine.19

Generic medicines (often called generics): It is ‘a drug that is comparable to 
a brand/reference listed medicine product in dosage form, strength, route 
of  administration, quality and performance characteristics, and intended 

19 Medicines and Related Substances Control Act 101 of  1965 as amended by the 
Medicines and Related Substances Control Act 17 of  1979 (sec 1) as amended 
Medicines and Related Substances Control Amendment Act 94 of  1991 (sec 1) as 
amended Medicines and Related Substances Control Amendment Act 59 of  2002. The 
definition of  ‘medicine’ substituted by sec 1 of  Act 17/79).
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use’. It has also been defined as any drug marketed under its chemical 
name without advertising. Generic medicines are usually available if  
there is no valid patent (or legal ownership) on the drug. There is little 
difference between using generic or branded versions of  the same drug. 
Generic medicines are usually cheaper than brand names because the 
manufacturers have not had the expenses of  developing and marketing 
the new medicine. 

Brand name: It is the name chosen by the producer/manufacturer of  a drug 
to identify both the drug and the manufacturer. It is often short and easy 
to remember to encourage people to ask for the medicine by that name. 
Panadol is an example of  a brand name or version of  the drug commonly 
known as Paracetemol. Paracetamol is the generic name.20

Under South African Law,21 for example, generics are referred to 
as ‘interchangeable multi-source medicine’. They are medicines that 
contain the same active substances which are identical in strength or 
concentration, dosage form and route of  administration and meet the 
same or comparable standards, which comply with the requirements for 
therapeutic equivalence as prescribed’. They comply with requirements 
for therapeutic equivalence: same dosage form, same strength, same 
route and expected to have the same effect, as proven by bioavailability, 
pharmacodynamic, clinical or in vitro studies (as determined by Medicines 
Control Council). The Medicines and Related Substances Control 
Amendment Act 59 of  2002 provides in section 1:

[I]terchangeable multi-source medicine’ means medicines that contain the 
same active substances which are identical in strength or concentration, 
dosage form and route of  administration and meet the same or comparable 
standards, which comply with the requirements for therapeutic equivalence 
as prescribed.22

The General Regulations made in terms of  The Medicines and Related 
Substances Act, 1965 (Act 101 of  1965), as amended – GNR 510 of   
10 April 2003 under (and further amended by GNR 389 of  12 May 2010) 
The Medicines and Related Substances Control Act 2002 provides in 
section 2:

20 ‘HIV and AIDS treatment advocacy campaign: Tools for planning and implementing 
a successful’ http://www.safaids.net/files/Advocacy_Toolkit_131106.pdf  (accessed  
14 May 2012).

21 Medicines and Related Substances Control Act 101 of  1965 as amended by the 
Medicines and Related Substances Amendment Act 59 of  2002.

22 This definition of  ‘interchangeable multi-source medicine’ was inserted by sec 1 of  Act 
90/97 (Medicines and Related Substances Control Amendment Act 90 of  1997).
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Requirements for therapeutic equivalence 

1. A medicine is considered therapeutically equivalent to another medicine 
if  both medicines – 
a. are pharmaceutically equivalent, i.e., contain the same amount 

of  active substances in the same dosage form, meet the same or 
comparable standards and are intended to be administered by the 
same route; and 

b. after administration in the same molar dose, their effects with 
respect to both efficacy and safety are essentially the same. 

2. Therapeutic equivalence is determined from comparative bioavailability, 
pharmacodynamic, clinical or in vitro studies which meet the 
requirements and accepted criteria for bioequivalence as determined by 
the Council.

Access/accessibility: the meaning can be deduced from four parameters 
defined in General Comment 14 of  the Committee ESCR – non-
discrimination, physical accessibility, economic accessibility (affordability) 
and information accessibility. Paragraph 12 provides:

12. The right to health in all its forms and at all levels contains the following 
interrelated and essential elements, the precise application of  which will 
depend on the conditions prevailing in a particular State party:
…
(b) Accessibility. Health facilities, goods and services have to be accessible to 
everyone without discrimination, within the jurisdiction of  the State party. 
Accessibility has four overlapping dimensions: 
Non-discrimination: health facilities, goods and services must be accessible to 
all, especially the most vulnerable or marginalized sections of  the population, 
in law and in fact, without discrimination on any of  the prohibited grounds;
Physical accessibility: health facilities, goods and services must be within safe 
physical reach for all sections of  the population, especially vulnerable or 
marginalized groups, such as ethnic minorities and indigenous populations, 
women, children, adolescents, older persons, persons with disabilities and 
persons with HIV/AIDS. Accessibility also implies that medical services 
and underlying determinants of  health, such as safe and potable water and 
adequate sanitation facilities, are within safe physical reach, including in rural 
areas. Accessibility further includes adequate access to buildings for persons 
with disabilities; 
Economic accessibility (affordability): the cost of  health facilities, goods and 
services must be suitable 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 socially disadvantaged groups. 
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Equity demands that poorer households should not be disproportionately 
burdened with health expenses as compared to richer households. Therefore, 
affordability depends on the socioeconomic status of  the individual or 
the household since population averages in poorer regions may be utterly 
misleading as a result very uneven income distribution landscape. Generally, 
affordability will be measured in terms of  the percentage expenditure for 
purchase of  medicines of  total annual household expenditure. five per cent 
expenditure for medicines is said to be the limit of  affordability and up to 10 
per cent is catastrophic.23

Information accessibility: accessibility includes the right to seek, receive and 
impart information and ideas concerning health issues. However, accessibility 
of  information should not impair the right to have personal health data 
treated with confidentiality. In the case of  medicines, information accessibility 
would include having the relevant information about the medicine that 
would enhance efficacy and safety. For example the prescribed manner of  
administering the medicine and the known/possible side effects.

In the medicines context, WHO considers that the term ‘access’ to 
medicines depends on four factors: rational selection and use, affordable prices, 
sustainable financing and reliable health and supply systems. The focus is on 
affordable prices as the main factor affected by globalisation and describes 
strategies to increase medicines affordability: pricing policies as well as 
some of  the principles of  the Doha Declaration on patent protection, such 
as parallel imports or compulsory licensing.24

Intellectual property/Intellectual property right(s): Intellectual property 
(IP) refers to any original creative work of  the mind, that is, any creative 
expression of  the mind and the manner in which it is expressed. It refers 
to the various legal rights which authors, inventors, and other parties are 
granted to exercise ownership over a certain product, service, resource, or 
innovation. It is therefore an intangible form of  property to which legal 
entitlements – intellectual property rights (IPRs) – are attached, which are 
capable of  being enforced.

23 See M Niëns et al ‘Practical measurement of  affordability: an application to 
medicines’ World Health Organisation (2012) http://dx.doi.org/10.2471/
BLT.10.084087pmid:22461717; O O’Donnell et al ‘Analyzing health equity using 
household survey data: A guide to techniques and their implementation’ Washington: 
World Bank, (2008) http://siteresources.worldbank.org/INTPAH/Resources/Publi 
cations/459843-1195594469249/HealthEquityFINAL.pdf  (accessed 9 September 
2013).

24 M Bigdeli ‘Sustainable Development Goals and essential medicines: Not an impossible 
mission, if  we’re on target’ (2015) International Health Polices (IHP) http://www.
internationalhealthpolicies.org/author/maryam-bigdeli (accessed 12 May 2015).
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Patent: It is the exclusive right (protection) granted over an invention (not a 
discovery), which may be a product or process, which is new, constitutes 
an inventive step, and is capable of  industrial application. It is called a 
product patent where the invention is a product and, a process patent, where 
the invention involves a process (article 27(1) TRIPS). Under TRIPS, an 
invention should be in the field of  technology. In the definition:

• New means that the invention must not have existed before else, it is a 
mere discovery.

• Inventive step (also non-obviousness) means that the invention should be 
non-obvious to a person skilled in the art else, the claim in the invention 
fails.

• Capable of  Industrial application means that invention should be useful 
(utility clause) – can be manufactured or used in any form of  industry.

In some, jurisdictions, there is yet another condition, namely, disclosure. 
This means that the inventor must disclose his/her invention to society as 
consideration for the exclusive rights granted over it for a specified period 
of  time. This is based on the notion of  social contract (reciprocity). 

The full disclosure of  the invention is one of  the basic principles of  
patent law. The obligation to disclose the invention is reflected in article 29 
(TRIPS), which should be implemented in a manner that ensures that the 
invention can be understood and executed by an expert with average skills 
in the discipline concerned. This article aims at ensuring reproducibility 
of  the invention by a person of  ordinary skill and also, to prevent inventors 
from obtaining protection while concealing from the public the preferred 
embodiments of  their inventions.25 However, it may also be to ascertain 
the viability of  the claims in the invention.

25 C Correa Intellectual Property Rights, The WTO and Developing Countries: The TRIPS 
Agreement and Policy Options (2002) 73. Art 29 provides: Members shall require that 
an applicant for a patent shall disclose the invention in a manner sufficiently clear 
and complete for the invention to be carried out by a person skilled in the art and may 
require the applicant to indicate the best mode for carrying out the invention known to 
the inventor at the filing date or, where the priority is claimed, at the priority date of  
the application. 
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UNCTAD Resource Book, 353

17: Patents: Subject Matter and Patentability Requirements
…

1.2 Terminology, definition and scope

Article 27.1 contains the overriding requirement that patents shall be 
available for all types of  product and process inventions, subject to the 
principle of  non-discrimination (with regard to the place of  invention, 
the field of  technology and whether products are imported or locally 
produced), and to certain facultative exceptions...

A patent confers an exclusive right granted by a state to an inventor 
for a certain period of  time in return for disclosure of  his or her invention 
in a document known as the patent specification. The description of  the 
invention in the specification must be sufficient that others skilled in the 
technological field (‘skilled in the art’) are able to read the specification 
and perform the invention for themselves after the patent expires. The 
extent of  the exclusive rights is defined in the part of  the patent application 
known as the claims. Only third parties carrying out activities that fall 
within the claims will commit infringement of  the patent. The way in 
which the claims are construed varies from jurisdiction to jurisdiction. 
In some a fairly literal approach is adopted, and functional equivalents 
not claimed in the specification will not infringe the patent. Others treat 
functional equivalents that would be obvious to third parties skilled in the 
art as falling within the claims.

Under the Paris Convention for the Protection of  Industrial 
Property, states were free to exclude areas from patentability, as well 
as to provide special rules for certain types of  inventions. In addition, 
they had freedom to define the requirements for patentability. TRIPS 
has changed this situation. Article 27.1 includes a general obligation of  
patentability addressing in this manner one of  the major concerns raised 
by the pharmaceutical industry with respect to prevailing regimes prior 
to TRIPS. In addition, all discrimination between sectors (as well as on 
the basis of  the place of  invention) has been banned … article 27 in fine, 
also provided a basis for limiting the power of  States to differentiate the 
treatment conferred to products locally produced and imported. Though 
not explicitly mentioned in this provision, the main aim of  the proponents 
of  such a non-discrimination clause was to restrain the use of  compulsory 
licences for lack of  local exploitation. Being the result of  a compromise, 
this aspect of  article 27.1 has been the subject of  considerable controversy.
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Patentee/Patent holder: The person to whom the patent is issued (owner) 
that is the person who holds the ownership right over the patent. It may be 
the inventor or the manufacturer.

Patent right holder or right holder: Person who has the right of  possession 
over the patent as opposed to the patentee. This is the case of  a licensee 
under a voluntary or compulsory licence. But it may also be the patentee 
if  he or it is exploiting the patent himself  or itself.

Parallel importation: Parallel importation is a practice in international trade 
whereby a distributor, without any concession or license from the owner 
of  the patent, purchases patented products in a country or countries where 
the prices are low and sells them in a country or countries where higher 
prices are charged, in spite of  the fact that there are companies in the latter 
country or countries that have been licensed to distribute the products by 
the owner of  the patent. Therefore, through the doctrine of  exhaustion 
of  rights, goods covered by an IPR may be legally imported from where 
they were put on sale for the first time, into another country without the 
holder of  the IPR’s consent. Exhaustion of  rights simply means that the 
IPR holder loses his right over the product after it was first put in the 
market (fist sale), since he/she must have been rewarded after this first 
sale. In strict commercial terms, parallel importation constitutes an unfair 
trading practice but it is fully accepted under intellectual property law. The 
TRIPS Agreement does not govern countries’ use of  parallel importation 
but this could be read in article 6 and, of  course, this was clarified in 
Paragraph 5(d) of  the Doha Declaration on the TRIPS and public health. 
Article 6 of  the TRIPS Agreement therefore indirectly authorises parallel 
importation through the notion of  exhaustion of  rights. It merely states 
that no provision in the TRIPS agreement can be invoked to stop a WTO 
member from using exhaustion.

Compulsory licence: Compulsory license or non-voluntary license is 
government’s authorisation to allow the exploitation of  the subject matter 
of  an IP without its holder’s consent either because the latter has refused to 
grant a voluntary license on reasonable terms or the circumstances warrant 
immediate exploitation of  that subject matter. It is, therefore, interference 
with the exclusive rights enjoyed by the patentee (patent holder) of  a patent. 
In any case, the patentee would be paid reasonable compensation in the 
form of  royalties. In the case of  a pharmaceutical patent, a compulsory 
license would mean a licence authorised by government for its use or for 
the use of  a requesting third party, to manufacture, produce or import a 
patented product without the consent of  the patentee. The object would be 
to ensure access to the generic versions of  branded drugs. This is subject 
to several conditions to ensure that the process is not abused. The TRIPS 
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Agreement makes provision for this kind of  mechanism in article 31 but 
does not employ the expression ‘compulsory licence’.

‘TRIPS plus’ or ‘Super TRIPS’ provisions/standards: These are IP protection 
standards that are beyond (stricter than) the minimum ceiling set forth in 
the TRIPS Agreement. Most of  these are found in Free Trade or bilateral 
Trade Agreements (FTAs) between developed and developing countries. 
The Free Trade Agreement between the US and Morocco is a good 
example of  such bilateral agreement that contains TRIPS plus provisions. 

Data exclusivity: Exclusivity of  Registration Data – period of  non-
reliance and non-disclosure that a government is required to provide to 
pharmaceutical registration data. Pharmaceutical registration data are the 
proprietary data generated by scientific research conducted to demonstrate 
the efficacy and safety of  new medicines and submitted to regulatory 
authorities for marketing approval.

Counterfeit: A counterfeit is an imitation, usually one that is made with the 
intent of  fraudulently passing it off  as genuine. Counterfeit products are 
often produced with the intent to take advantage of  the superior value of  
the imitated product.

Neglected diseases: These are diseases that continue to burden the poorest 
of  the poor. A WHO publication defines neglected diseases as those that 
‘affect almost exclusively poor and powerless people living in rural parts 
of  low-income countries’. They sometimes attract other labels, such as 
‘tropical diseases’ or ‘poverty-related diseases’ (Paul Hunt et al: 2007).

Differential pricing: A market pricing technique consisting of  setting 
different prices for different markets, particularly, on the basis of  their 
respective income levels – high prices for high income markets and low 
prices for low income markets.
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inTroducing and siTuaTing 
inTellecTual ProPerTy and  

human righTs in  
access To medicines 

1 Introduction

Technically speaking, Intellectual property law and human rights law are 
two distinct fields of  study. They do not have anything in common, but 
for the fact that they both deal with a common denominator – rights. Even 
then, both sets of  rights are very different in character and are shaped 
by different pursuits or interests. However, by virtue of  their respective 
focuses, and by chance, they have met and both uncomfortably reign 
within the human rights regime. Notwithstanding, it is safer to say that 
intellectual property (IP) bestrides the human rights regime for reasons 
discussed below. In the domain of  (pharmaceutical) patents, the uneasiness 
in the coexistence of  the two sets of  rights is glaring since patent rights 
have not satisfactorily ensured or even impede a core human right – the 
right to health. This however, stems from their respective philosophical 
underpinnings, values, features and pursuits of  IP and human rights. IP 
is a private good characterised by excludability and rivalry in terms of  
access; propelled by mercantilism and materialism – profit. Human rights 
are moralistic, egalitarian and universalist. 

This chapter briefly examines the notions, intellectual property and 
human rights, then proceeds to establish the link between the two. It 
introduces the debate generated by the interaction of  the two notions in 
relation to access to medicines, bringing in the influence of  both trade and 
competition law issues.

2 Intellectual property and human rights

2.1 Intellectual property

IP is a form of  property (intangible property) that results from the creative 
expressions of  the mind, to which legal entitlements, that is, rights, called 
intellectual property rights (IPRs), are attached’. These rights have bases 
for recognition and enforcement. The different forms of  IP generate 
different rights which cover the range of  the subject matter of  IP. Thus, 

2chaPTe
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IP forms which generate rights include: patents; trademarks; industrial 
designs; geographical indications of  origin; copyright and related rights; 
and topographical layout of  integrated circuits. There hybrids which are 
not IP per se, in the sense that, they are not creations in themselves but are 
related to IP or are attached to other IPRs. An example in the first case of  
trade marks are trade secrets which control unfair competition practices. 
While an example in the second case of  patents is the utility model (also 
known as ‘petty patent’ ‘innovation patent’, ‘minor patent’, ‘short term 
patent’ etcetera, used to protect innovations, products and sometimes 
compositions). IPRs have a specified duration of  protection during which, 
the holder of  the right enjoys exclusivity over the subject matter of  the IP, 
except under specified conditions and terms. In the case of  patents, which 
are of  concern in this Reader, the period of  exclusivity prescribed under 
international standards (TRIPS) is 20 years, non-renewable. It is thought 
that public interest is harmed by every expansive monopoly IP creates 
especially in respect of  patents. 

IP is not part of  Property Law. It is a branch of  law in its own right, 
governed by adapted set of  principles and measures. The key difference 
between ordinary property law rights and intellectual property rights is that 
in the latter case, the subject matter protected is the creative expression and 
not the matter or object on which the creative expression is represented. 
Thus, the copyright over a painting protects the creative expression on the 
canvass and not the canvass itself, so long as the representation constitutes 
an original representation. Same in the domain of  music; it is the song that 
is protected and not the cassette or the disc on which the song is written. 
In the case of  a patent, it is not the object or process that is protected, 
but the invention (creative form) the object or process reverts. Some 
countries have their national IP laws, which determine what constitutes 
an IP worthy to be protected via a relevant IPR. However, some are bound 
by or dependent on relevant international or regional standards. Today, 
the TRIPS Agreement constitutes the constitutionalised international 
minimum IP standards which regional laws or national laws of  WTO 
member states, as the case may be, should incorporate. 

It should be noted that one of  the goals of  protecting IPRs is to ensure 
consumer protection and fair competition. This may be pursued in parallel 
differently, in particular, through laws and rules on unfair competition. For 
example, passing-off, which is a form of  unfair competition (and the name 
for the remedy thereof), may be remedied both under unfair competition 
laws and trademark laws in common law jurisdictions. Various forms of  
IPRs prevail over broader doctrines and rules of  unfair competition.1

1 F Abbott et al (1999) The international intellectual property system: Commentary and 
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Characteristics of  IPRs 

They are:
• Transferable; 
• Prescriptive; 
• Independent of  one another; 
• Territorial; and
• Ubiquitous

IPRs are enforceable at the behest of  the injured right holder before courts 
and relevant institutions. 

Box 1. Definition and nature of intellectual property rights –
patent rights

(Excerpted from F Abbott et al (1999) The international intellectual property 
system: Commentary and materials (Part One) 24-28)

…

The evolution of technology and markets and the management of 
intellectual property rights

Francis Gurry

…

The various rights

Introduction to forms of  intellectual property

From an economic perspective, intellectual property rights grant a more 
or less extensive monopoly right over the economic exploitation of  
ideals, the expression of  ideals and distinctive words or symbols. It is a 
matter of  protecting investment, creating incentive for future investment 
and facilitating identification in distribution markets. The possibility of  
hindering others from free-riding o the investment of  capital and labour 
amounts to the most important economic function of  these rights.

materials (Part One) 24.
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From a legal perspective, however, we need to examine intellectual 
property in its different constituent components and forms. The distinctions 
among the forms are important because the various forms imply different 
legal effects.

Intellectual property and intellectual property rights

The term intellectual property refers to a defined set of  the intangible 
products of  human activity. It refers to an idea, the expression of  
an idea or the expression of  an identity that is capable of  being 
ascribed to a person. The term intellectual property right refers to a 
bundle of  legally enforceable interests that a person may hold with 
respect to intellectual property. Sometimes intellectual property is 
defined as the negative of  real property and personal (or movable) 
property. While perhaps formally possible, this definition is overbroad.

The set (that is, the group belonging together) of  intangible products 
of  human activity is legally defined because not all such products are 
intellectual property. For example, an electronic wire transfer of  funds is 
the product of  human activity and it is intangible, but it is not intellectual 
property.

Intellectual property is intangible even though its manifestation or 
visible form may be set or fixed in something tangible. For example, an 
artist may express him or herself  with a brush and paints on a canvas. The 
resulting painting is a tangible product that embodies the creative activity 
of  the artist. The painting itself  is not intellectual property. Only the 
creativity of  the artist that is visible in the painting is intellectual property.

Intellectual property is the product of  human activity. Intervening 
steps performed by machine potentially deprive intangible products 
of  their character as intellectual property. For example, a human may 
write a computer program that embodies intellectual property (that is, 
the creativity expression of  its author embodied in the program). This 
computer program may itself  be capable of  writing a new computer 
program. Whether the subsequent computer program itself  embodies 
creative human expression and should benefit from IPRs protection is not 
yet fully settled.

The holder of  an intellectual property right has the legally recognised 
capacity to authorize or prevent others from acting in certain ways with 
respect to that intellectual property.



24   Chapter 2

Intellectual property rights are limited or unlimited duration. Some of  
the various rights are of  limited duration, such as patents, design, and 
copyright. Others may provide an entitlement for unlimited duration. 
For example, an artist’s moral right to prevent the mutilation of  his or her 
artistic work might be of  indefinite duration. Similarly, trademark rights 
are renewable without limitation. Trade secrets may exist as long as 
relevant conditions are met. When the rights expires, intellectual property 
may either be said to lose its character as property since it may no longer be 
owned or possessed, or it may be said to become the common property of  
the public (to enter the public domain). The two perspectives may entail, 
in particular cases, different legal consequences.

The intellectual property right is ubiquitous. This means that the 
entitlement – unlike real or movable property – is not limited to a particular 
physical body incorporating the rights. It is present and incorporated in 
all actual and virtual realizations of  the intellectual property which it 
protects. This feature makes intellectual property significantly different 
from physical property (movable and real property) and the rights attached 
to it. This distinction will explain a number of  particular features of  IPRs 
in international trade regulation which do not exist for physical property.

Defining what rights with respect to intellectual property are legally 
enforceable is the subject of  intellectual property law. The distribution of  
legal competence among nations, regional organizations and international 
organizations to define, grant and enforce intellectual property rights 
forms the international component of  intellectual property law, and is the 
focus of  this book.

The forms of  intellectual property rights

The major forms of  intellectual property right are:
a. Patent (and related industrial design right);
b. Copyright (and related neighbouring rights);
c. Trademark (and related service mark);
d. Integrated Circuit Layout Right;
e. Geographical Indication of  Origin;
f. Plant Variety Right; and
g. Undisclosed Information (Trade Secret).
…
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Patent

a. The nature and subject matter of  the patent

A patent is a right granted to the inventor of  a technology product 
or process that is new (or novel), useful (or is capable of  industrial 
applicable), and involves an inventive step (or is non-obvious). In return 
for making the invention, more precisely the technical rule, publicly 
known, a patent entitles the inventor to exclude others from making, 
using, selling or importing the invention for a period of  time, generally 
twenty years from the date the patent application is filed. While patents 
share these common general features I most countries, it is important to 
note that legal definitions as to scope, entitlements, fields of  technology 
and exceptions still vary considerably and have not been fully harmonized 
in international law.

Virtually any kind of  invention in the different fields of  technology 
may be patented, though there are certain limitations. For example, 
inventions that would be harmful to public order or the environment may 
be excluded from patentability, as may inventions with respect to surgical 
procedures.

The most important inherent limitation on patentable subject matter 
revolves around the sometimes blurred distinction between an invention 
and a discovery. Laws of  nature or scientific principles that a researcher 
may ‘find’ are not patentable. For example, imagine that a scientist 
discovers that a certain previously unknown form of  magnetic wave 
strikes the earth’s atmosphere from deep space, and that this kind of  
wave has an adverse effect on the transmission of  data between the earth 
and communications satellites. Such a discovery may have enormous 
commercial implications, perhaps leading to the invention of  a device 
that filters out the harmful effect of  the waves. The inventor of  the 
filtering device may be entitled to a patent. The discovery of  the magnetic 
wave cannot patent his or her discovery. Today, the distinction between 
discovery and invention is of  increasing importance in the fields of  generic 
engineering and biotechnology.

Patent laws generally rely upon four essential criteria for the grant of  
exclusive rights:

• The first criterion and major qualification for a patent is that an 
invention be new or novel. This means that the invention (product or 
process) has not been anticipated by (is not present in) prior article 
In other words, the invention has not been disclosed or described 
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before the date of  the patent application filing. A patent application 
will, generally, be defeated by an anticipating disclosure anywhere in 
the world. A so-called ‘prior art search’ by a patent examiner should 
take into account information about prior art from throughout the 
world. Naturally, there may be controversy between an inventor and 
the patent examiner about whether a particular prior art disclosure in 
fact anticipates an invention. A prior inventor may have described a 
device similar, but not identical, to the subsequent inventor’s device. 
The patent examiner must determine whether the second device is 
sufficiently different from the first device (sufficiently new) to qualify 
for a patent.

• The second criterion for patenting is that an invention be useful or 
capable of  industrial application. Until fairly recently, it seemed that 
the requirement of  utility was not terribly important to the patenting 
process since very few otherwise patentable inventions failed to 
meet this criterion. Some commercial use, it seemed, could be found 
for most anything. However, recent developments in the fields of  
biotechnology and chemistry have made it possible for researchers 
to develop new molecules and compounds with relative ease, 
yet without, at least initially, any immediate application for such 
molecules or compounds in mind. The question then arises to what 
extend patents should be granted on these ‘speculative’ inventions, 
since a proliferation of  patent grants might impede research by other 
persons. The criterion of  utility has thus re-emerged as a critical one in 
the evaluation of  claims for inventions.

• The third criterion of  involving an inventive step or non-obviousness is 
very important. An invention is obvious if  it would be an apparent 
improvement to prior art to a person reasonably skilled in the art 
practiced by the invention. For example, imagine that someone 
has been granted a patent on the clip that is used to keep ballpoint 
pens fastened to shirt pockets. Suppose that the patent application 
described a clip with a pointed tip, and that such clips as described 
in the application were soon found to tear holes in shirt pockets. A 
second person submits a patent application describing the same clip, 
but with a rounded end. The rounded end prevails shirt pockets from 
tearing. Such an invention may be new and useful, but it is probably too 
obvious to qualify for a patent (it lacks an inventive step).

• The fourth criterion with respect to the grant of  the patent is that an 
inventor shall have disclosed in the patent application either a means 
for enabling the practice of  the invention (generally for Europe), or the 
best known means for practicing the invention (for the United States). 
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One reason for this criterion lies in the contract theory of  the award 
of  a patent: the patent applicant is awarded exclusive rights in return 
for the disclosure to society of  a new, useful ad non-obvious invention. 
This contract between society and the inventor can only be executed if  
persons other than the inventor are able to benefit from the inventor’s 
disclosure. Another objective of  this requirement is to distinguish true 
inventions from speculative concepts of  would-be inventors about 
future possibilities. A claimed invention should function as described. 
Of course, many inventors would prefer to secure their patents without 
telling others just exactly how to go about making or using the invention. 
There is a constant tension between patent examiners and inventors as 
to whether the inventors are complying with this disclosure obligation, 
a tension which some applicants seek to exploit by endeavouring to 
obtain the exclusive rights deriving from the grant of  a patent without, 
however, disclosing too much to their competitors.

There are other factors, varying in different jurisdiction, that go into 
determining whether or not a patent will be granted to an inventor. These 
factors include whether the inventor is the first to file a patent application 
on the product or process (or, in the United State, whether the person 
submitting the patent application is the first-in-time inventor of  the product 
or process) (both requirements are other ways of  viewing the novelty 
criterion). Inventors in different countries may be working on the same 
(or similar) projects at the same time, and may file patent applications on 
the same inventions in different countries based upon independent work. 
Treaties regulating the international intellectual property system provide 
rules as to which inventor is entitled to a patent under these circumstances 
… 

It should be apparent that application of  the tests of  patentability by 
patent examiners and courts involves a large number of  subjectivities, 
or human judgments, both great and small. These subjective judgments 
provide the basis for uncertainty concerning the validity (or strength) of  
patents. This uncertainty may affect the willingness of  investors to commit 
capital to the production of  patented inventions or the decision whether 
to patent or to retain an invention as a trade secret. These subjective 
judgments are the food for litigation between patent holders and those 
whom they sue for infringement. It is most unlikely that any set of  legal 
rules, however seemingly comprehensive, will eliminate disputes over the 
validity of  patents. On the other hand, considerable economic efficiency 
benefits may arise if  patent examiners around the world apply similar 
criteria to judge whether inventions are new, useful ad non-obvious.

...
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2.2 Human rights

Simplistically, human rights are legal entitlements attached to human 
beings by virtue of  being human, which are enforceable through 
special mechanisms (institutions and procedures) national, regional or 
international. Human rights are generally classified into three categories, 
or generations by virtue of  their historical advent: Civil and political rights 
(or first generation rights); Socio-economic rights (or second generation 
rights; and Solidarity rights (or third generation rights). Human rights are 
sacred rights based on non-derogable standards. They are:

• universal (are recognised and applicable everywhere);
• indivisible (cannot be dissociated from one another; they form a single 

whole); 
• interdependent (each is dependent on other for effective realisation 

and construction of  the human dignity);
• interrelated (share common traits or factors); and
• inalienable (non-transferable/non assignable).

At the international level, human rights have been constitutionalised in 
the international bill of  rights comprising: the Universal Declaration on 
Human Rights (UDHR), the International Covenant on Economic, Social 
and Cultural Rights (ICESCR) and the International Covenant on Civil 
and Political Rights (ICCPR). At the African regional level, there are 
specific human rights instruments but the African Charter on Human and 
Peoples’ Rights (ACHPR), is the general one.

There are human rights treaties monitoring bodies created under 
human treaties, with a mandate to monitor member states’ compliance. At 
the international level, the monitoring body created under the ICESCR, 
which is of  interest here because access to medicines is a component of  a 
socioeconomic right, the right to health, is the Committee ESCR. At the 
African regional level, it is the African Commission on Human and Peoples’ 
Rights and the African Court on Human and Peoples’ Rights, under the 
ACHPR. These international and regional institutions notwithstanding, 
there are state judicial and non-judicial mechanisms which handle 
violations. Individuals as well as non-governmental organisations (on 
behalf  of  victims) can bring actions for human rights violations before the 
relevant, international, regional and national mechanisms under certain 
conditions.
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3 Linking IP and human rights

WHO has submitted that ‘Despite enormous progress in the prevention, 
diagnosis and treatment of  disease, developing countries often remain 
largely excluded from the benefits of  modern science. Caught in a cycle of  
poverty and disease, people in the hardest-hit countries are facing shorter 
life expectancies and economic decline.2 Peter Drahos, therefore, observes 
that ‘linking intellectual property to human rights discourse is a crucial 
step in the project of  articulating theories and policies that will guide …  
the adjustment of  existing intellectual property rights and the creation of  
new ones’.3

Intellectual property rights have been recognised in the human rights 
regime. Article 17 of  the UDHR recognises the right to property in broad 
terms but this invariably includes IP. However, article 27 incorporates the 
notion of  IP. Although it does not employ the expression ‘intellectual 
property’, the substance of  the provision clearly refers to IP. Article 
27(2) states that: ‘Everyone has the right to the protection of  the moral 
and material interests resulting from any scientific, literary or artistic 
production of  which he is the author’. A similar approach is contained in 
article 15(1)(c) of  the ICESCR. But the question is whether IPRs are really 
human rights?

Are IPRs human rights – a species of  human rights or a mere nexus?

The entry port here is the contentiousness between human rights and 
IPRs. The UN Sub-Commission on the Promotion and Protection of  
Human Rights in its Resolution 2000/74 admits that there are conflicts 
between the IPRs and international human rights law. The Resolution 
states inter alia that: 

[…] since the implementation of  the TRIPS agreement does not adequately 
reflect the fundamental nature and indivisibility of  all human rights, including 
the right of  everyone to enjoy the benefits of  scientific progress and its 
applications, the right to health...there are apparent conflicts between the 

2 WHO ‘Public health, innovation and intellectual property rights’ (2006) p 4 http://
www.who.int/phi/en/ (accessed 6 June 2011).

3 P Drahos ‘The universality of  intellectual property rights: Origins and development’ 
24 Queen Mary Intellectual Property Research Institute (unpaginated) https://www.
wipo.int/edocs/mdocs/tk/en/wipo_unhchr_ip_pnl_98/wipo_unhchr_ip_pnl_98_1.
pdf  (accessed 13 May 2012).

4 See UN ESCOR Sub-Commission on Human Rights (2001) Intellectual Property and 
Human Rights CHR Res 2001/21 (UN doc. e/2001/23-e/cn.4/sub.2/res/2001/21).
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intellectual property rights regime embodied in the TRIPS agreement, on the 
one hand, and international human rights law, on the other.

Although IPRs are considered in the human rights domain via their non-
express inclusion in the UDHR (article 27) and the ICESCR (article 
15(1)(c)), unlike human rights, IPRs are limited in time and space. They 
are also independent of  another, divisible, disposable (by way of  sale or 
otherwise) and the holder could be legally dispossessed of  the right by the 
state. Just to take one example. Article 17 of  the UDHR recognises the 
right of  everyone to property, but one can be deprived of  the same right, 
if  such deprivation was not arbitrary. In other words, one’s property rights 
may be seized through expropriatory measures or similar measures with a 
dispossessory effect, so long as some conditions are met. In international 
law, for example, these conditions are public purpose (the measure must 
be for a public purpose); due process of  law (the regular administration of  
law through the legal system);5 and payment of  adequate compensation. 

As seen below, Ovett is of  the opinion that IPRs are not a specie of  
human rights and that this flows from the distinction between the two 
sets of  rights drawn in General Comment 17 of  the Committee ESCR 
(paragraphs 1-4, Box 2 below). In other words, the recognition of  IPRs in 
human rights treaties does not make them human rights per se. Also, pro-
private-interest NGOs and think tanks have invoked a so-called human 
right to the protection of  the moral and material interests of  authors and 
property rights. In so doing, they have posited that IPRs are human rights 
and requested higher standards protection for IP.6 Unfortunately, this 
is a misguided reading of  IPRs, even if  at some point, they were to be 
minimally considered as (a degenerative) specie of  human rights.

It should be recalled amongst other non-human rights features of  
IPRs that they are temporary and revocable. Human rights are not. In 
General Comment 17, the Committee ESCR contrasts human rights and 
IPRs in the following words:

5 Also, due course of  law or simply due course. According to B Garner Black’s Law Dictionary 
(1999) 518. Due process of  law means legal proceedings established according to 
established rules and principles for the protection and enforcement of  private rights, 
including notice and the right to fair hearing before a tribunal with the power to decide 
the case. It is also said that due process of  law is applicable only to processes and 
proceedings of  the courts of  justice and never to acts of  the legislature. However, this 
may not be true in the case of  nationalisation which is a political act driven by the 
legislature.

6 See R Cass ‘Intellectual property and human rights, are intellectual property rights 
human rights?’ (2006) The Federalist Society for Law and Public Policy Studies.
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In contrast with human rights, intellectual property rights are generally of  
a temporary nature, and can be revoked, licensed or assigned to someone 
else. While under most intellectual property systems, intellectual property 
rights, with the exception of  moral rights, may be allocated, limited in time 
and scope, traded, amended and even forfeited, human rights are timeless 
expressions of  fundamental entitlements of  the human person […].7

The Committee ESCR goes further to show its outright preference for, 
and the primacy of, human rights in conflict situations with IPRs in the 
following terse and unequivocal terms:

States parties should prevent the use of  scientific and technical progress for 
purposes contrary to human rights and dignity, including the rights to life, 
health and privacy, e.g. by excluding inventions from patentability whenever 
their commercialization would jeopardize the full realization of  these rights.8

Box 2. General Comment 17 Committee ESCR

(Committee ESCR, General Comment 17 (2005) ‘The right of  everyone 
to benefit from the protection of  the moral and material interests resulting 
from any scientific, literary or artistic production of  which he or she is the 
author (article 15, paragraph 1 (c), of  the Covenant)’

I. Introduction and basic premises 

1. The right of  everyone to benefit from the protection of  the moral 
and material interests resulting from any scientific, literary or artistic 
production of  which he or she is the author is a human right, which 
derives from the inherent dignity and worth of  all persons. This fact 
distinguishes article 15, paragraph 1(c), and other human rights from 
most legal entitlements recognised in intellectual property systems. 
Human rights are fundamental, inalienable and universal entitlements 
belonging to individuals and, under certain circumstances, groups 
of  individuals and communities. Human rights are fundamental as 
they are inherent to the human person as such, whereas intellectual 
property rights are first and foremost means by which States seek 

7 Committee on Economic, Social and Cultural Rights, General Comment 17 on the 
right of  every one to benefit from the protection of  the moral and material interests 
resulting from any scientific, literary or artistic production of  which he or she is the 
author (UN doc E/C.12/GC/17 12 January 2006) para 2.

8 As above, para 35.
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to provide incentives for inventiveness and creativity, encourage the 
dissemination of  creative and innovative productions, as well as 
the development of  cultural identities, and preserve the integrity of  
scientific, literary and artistic productions for the benefit of  society 
as a whole. 

2. In contrast to human rights, intellectual property rights are generally 
of  a temporary nature, and can be revoked, licensed or assigned 
to someone else. While under most intellectual property systems, 
intellectual property rights, often with the exception of  moral rights, 
may be allocated, limited in time and scope, traded, amended and 
even forfeited, human rights are timeless expressions of  fundamental 
entitlements of  the human person. Whereas the human right to benefit 
from the protection of  the moral and material interests resulting 
from one’s scientific, literary and artistic productions safeguards 
the personal link between authors and their creations and between 
peoples, communities, or other groups and their collective cultural 
heritage, as well as their basic material interests which are necessary 
to enable authors to enjoy an adequate standard of  living, intellectual 
property regimes primarily protect business and corporate interests 
and investments. Moreover, the scope of  protection of  the moral and 
material interests of  the author provided for by article 15, paragraph 
1(c), does not necessarily coincide with what is referred to as 
intellectual property rights under national legislation or international 
agreements. 

3. It is therefore important not to equate intellectual property rights with 
the human right recognised in article 15, paragraph 1(c). The human 
right to benefit from the protection of  the moral and material interests 
of  the author is recognised in a number of  international instruments. 
In identical language, article 27, paragraph 2, of  the Universal 
Declaration of  Human Rights provides: ‘Everyone has the right to 
the protection of  the moral and material interests resulting from any 
scientific, literary or artistic production of  which he is the author’. 
Similarly, this right is recognised in regional human rights instruments, 
such as article 13, paragraph 2, of  the American Declaration of  the 
Rights and Duties of  Man of  1948, article 14, paragraph 1(c), of  the 
Additional Protocol to the American Convention on Human Rights in 
the Area of  Economic, Social and Cultural Rights of  1988 (‘Protocol 
of  San Salvador’) and, albeit not explicitly, in article 1 of  Protocol 
No 1 to the Convention for the Protection of  Human Rights and 
Fundamental Freedoms of  1952 (European Convention on Human 
Rights). 
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4. The right to benefit from the protection of  the moral and material 
interests resulting from one’s scientific, literary and artistic productions 
seeks to encourage the active contribution of  creators to the arts and 
sciences and to the progress of  society as a whole. As such, it is 
intrinsically linked to the other rights recognised in article 15 of  the 
Covenant, the right to take part in cultural life (article 15, paragraph 
1(a)), the right to enjoy the benefits of  scientific progress and its 
applications (article 15, paragraph 1(b)), and the freedom indispensable 
for scientific research and creative activity (article 15, paragraph 3). 
The relationship between these rights and article 15, paragraph 1(c), 
is at the same time mutually reinforcing and reciprocally limitative. 
The limitations imposed on the right of  authors to benefit from the 
protection of  the moral and material interests resulting from their 
scientific, literary and artistic productions by virtue of  these rights 
will partly be explored in this general comment, partly in separate 
general comments on article 15, paragraphs 1(a) and (b) and 3, of  
the Covenant. As a material safeguard for the freedom of  scientific 
research and creative activity, guaranteed under article 15, paragraph 
3 and article 15, paragraph 1(c), also has an economic dimension and 
is, therefore, closely linked to the rights to the opportunity to gain 
one’s living by work which one freely chooses (article 6, paragraph 1) 
and to adequate remuneration (article 7(a)), and to the human right 
to an adequate standard of  living (article 11, paragraph 1). Moreover, 
the realization of  article 15, paragraph 1(c), is dependent on the 
enjoyment of  other human rights guaranteed in the International Bill 
of  Human Rights and other international and regional instruments, 
such as the right to own property alone as well as in association with 
others, the freedom of  expression including the freedom to seek, 
receive and impart information and ideas of  all kinds, the right to 
the full development of  the human personality, and rights of  cultural 
participation, including cultural rights of  specific groups.

…

In the same direction, The Montréal Statement on the Human Right to 
Essential Medicines enjoins states together with international institutions 
to ‘ensure that international agreements relating to the protection of  
intellectual property do not result in violation of  the human right to 
essential medicines’. It states further that ‘[o]n the national and global 
levels, all policy decisions or agreements likely to have a significant effect 
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on health should be preceded by a transparent and independent health 
impact assessment’.9

4 IP/access to medicines nexus and effect of IP on  
 access 

The relationship between IP and access to medicines is that medicines 
are covered by pharmaceutical patents and this determines the degree of  
access to medicines in different social classes in terms of  financial access 
– affordability. As already seen, patents provide exclusive rights on a drug 
over a certain period of  time. This creates a monopoly market in the 
product that eliminates competition thereby maintaining high prices and 
excluding those segments of  society with a weak purchasing power (Box 
3). Of  course, when there is a monopoly market, the prices are high since 
there is no other competitive price that can force prices down. High prices 
of  medicines due to pharmaceutical patent monopolies, therefore, hinder 
access to medicines in poor countries. 

However, high prices of  patented products are often justified by the 
fact that the patent holder needs to recover the time (usually 10-15 years) 
and the financial investments (averagely US$500 million-1 billion) spent 
on creating the new medicine.10 The costing logic is also that it would help 
the industry invest in further R&D towards innovation for the creation of  
new drugs. The medicine therefore has to be sold at a reasonable cost to 
meet that end. Unfortunately, in most developing countries and all least 
developed countries (LDCs), the buying power is very weak and sick 
people cannot afford to pay for the cost of  patented medicines. This poses 
a problem of  access to medicines. 

Box 3. Impact of patent on prices of medicines

(Excerpt from C Correa (2002) Intellectual property rights, the WTO and 
developing countries: The TRIPS Agreement and policy options 35)

…

According to a World Bank economist, the minimum welfare loss to a 
sample of  developing countries (Argentina, Brazil, India, Mexico, Korea 
and Taiwan) would amount to a minimum of  US$3.5 billion and a 

9 Para 13.

10 See sec 2 of  ch 6 of  this Reader.
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maximum of  US$10.8 billion, while the income gains by foreign patent 
owners would be between US$2.1 billion and US$14.4 billion (Nogués 
1990).

A ‘national health disaster’ has been anticipated by the Indian Drug 
Manufacturers’ Association as a result of  the implementation of  the TRIPS 
Agreement in the country, where only 30 per cent of  the population can 
afford modern medicines in spite of  the fact that drug prices in India are 
one of  the lowest in the world. Comparisons of  prices of  drugs between 
India and countries where patent protection exists indicate that in some 
cases they are up to 41 times costlier in countries with patent protection 
(National Working Group o Patent Laws, 1993).

Similarly, the IMF economist A. Subramanian noted that drug prices 
I Malaysia, where patent protection existed, were from 20 per cent to 
76 per cent higher than in India, which reflected a profit-maximizing 
behaviour based on ‘what the market can bear’ (Subramanian, 1990). 
In more recent studies, the same author developed different scenarios to 
estimate the likely impact of  pharmaceutical product patents I small and 
large countries, in cases where either a perfectly competitive market or 
a Nash-Cournot duopolistic market becomes monopoly under patents. 
Welfare and price effects were found to be negative for a number of  Asian 
countries. Prices increases estimated for patented drugs ranged from 5 per 
cent to 67 per cent. Annual welfare losses for India (the biggest market) 
ranged between US$162 million and US$1,261 million, and annual profit 
transfer to foreign firms between US$101 million and US$839 million 
(Subramanian 1995a and 1995b).

Prices increases of  drugs resulting from the introduction of  product 
patents in Egypt were estimated at five- to six-fold as compared to non-
patented products.

A study conducted in Argentina … estimated that the introduction 
of  pharmaceutical product patents in the country would imply an annual 
additional expenditure of  US$194 million with a reduction of  45.5 per 
cent in the consumption of  medicines, as a result of  a price increase of  
around 270 per cent. The increase in remittances of  foreign firms abroad 
would reach US$367 million. Fiscal expenditures would have to increase 
by around US$200 million annually in order not to affect the current 
public health level.
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Another study for Argentina – based on Subramanian’s methodology 
– concluded that significant price increases (71 per cent) and fall in 
consumption (50 per cent) will take place in the case where monopoly 
follows a competitive situation, while a 16 per cent price increase and 25 
per cent decline in consumption would follow a duopolistic monopoly 
scenario … 

It has been argued that competition engineers R&D than monopoly. In a 
typical competition situation, each trader or manufacturer in the market 
of  the same goods or services strives to improve on its product and sell 
at an affordable price over the others in a bid to win more customers. 
Meanwhile, in the monopoly situation, because there is a lone trader or 
manufacturer, there is no such competition and rivalry. Accordingly, there 
is no impetus for improvement.

However, trade rules also negatively impact on access to medicines in 
Africa and this has been worsened in recent years by the growing number 
of  bilateral free trade agreements (FTAs) signed between countries in 
this region and developed countries, particularly, the Unites States. These 
agreements often contain higher IP protection standards offering narrow 
space for competition. It should not be forgotten that the pharmaceutical 
industry’s goal is to have IPRs enforced through the international trade 
regime. This has faced continued stiff  opposition from developing 
countries and emerging economies but could neither prevent the advent 
of  the TRIPS Agreement, nor the home countries of  pharmaceutical firms 
from multiplying trade agreements with rigid IP regimes.

5 Economics of patents, monopoly, prices and  
 access to medicines

The question is how does the patent monopoly impact on the affordability 
of  medicines? The equation is simple. As mentioned earlier, patents over 
pharmaceutical products and processes determine selling price. This 
price is scaled in a manner as to compensate the effort of  the patentee 
(patent holder) for many years of  research and to enable them recoup 
financial investment. Also, the prices are intended to encourage/fund 
further research and development of  new drugs as well as investment in 
the industry. Unfortunately, the offshoot is that the prices are often not 
commensurate to the purchasing power in poorer regions where disease 
and poor health conditions are rife. Interestingly, therefore, these regions 
hold a substantial portion of  the medicines market in terms of  numbers 
for the pharmaceutical industry but not in terms of  affordability as Figures 
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A.1 and A.2 show. Indeed, it is evident from Figure A.2 that as of  2005, 
Africa constituted only 3 per cent of  the global pharmaceutical market. 
This perhaps explains why between 1975 and 2004, only 21 (1.3 per cent) 
out of  1556 approved new medicines were specifically developed to address 
neglected tropical diseases (NTDs), even though NTDs account for 11.4 
per cent of  the global disease burden.11 The lack of  a profitable market and 
effective mechanisms related to public health policy, financing, and drug 
discovery and development expertise and capacity has largely contributed 
to this low achievement.

Figure A.1

Number of  people receiving antiretroviral drugs in low- and middle-income 
countries, 2002–2007
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11 See ch 13 of  this Reader. See also, P Chirac & E Torreele ‘Proportion of  new drugs 
developed over the period from 1975 to 2004 that were for neglected tropical diseases 
and tuberculosis’ (2006) 12 Lancet 1560-1561 cited in E Chatelain & JR Loset ‘Drug 
discovery and development for neglected diseases: the DNDi model’ (2011) Drug 
Des Devel Ther 175-181 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3084299/ 
(accessed 20 March 2018).
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Figure A.2 

Pharmaceutical Market by Region, 2005
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The economics of  monopoly and pricing tells a different story, which 
does not enable compensation of  years of  R&D on drugs and financial 
inputs therein. In other words, in as much as the goal of  patents is to 
recoup investments and provide for further investments, this is not always 
the case. In fact, high prices reduce accessibility and the total number 
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of  sales since only few persons can afford the drugs thus reducing the 
market size. The politics of  monopoly therefore determines the demand 
and supply curves. The higher the price, the lower the demand market 
and the narrower the sales, since only few persons can buy, even if  there 
are sufficient supplies. Low demand can equally adversely affect R&D for 
innovation. This situation certainly does help neither the consumer nor 
the manufacturer. Meanwhile, the number of  sales increases each time the 
price is reduced, without necessarily affecting profit levels because of  the 
increased number of  sales. Hence, lower prices increase demand, which 
in turn provoke increased supply, until such a median point where there 
is symmetry between the sales price and the number of  sales. Below this 
median, a diminishing return (reverse – loss situation) sets in if  the process 
drops further towards losses, resulting in lowest prices as against highest 
number of  sales. This is not beneficial to the manufacturer and is not what 
is wished because the only solution would be winding up. Table 1 below 
illustrates the demand and supply situation.

Table 1: Demand and supply

Unite price of  X product Number of  sales (buyers)

1000 1

900 2

800 3

700 4

600 5

500 6

400 7

300 8

200 9

100 10

The 2006 Report of  the Commission on Intellectual Property Rights, 
Innovation and Public Health (CIPIH) on innovation and IPRs captures 
this story of  patent monopoly – the effect on demand and supply, and the 
market for medicines in developing countries (Box 4).
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Box 4.  The patent monopoly market and effect on demand and  
 supply

(Excerpt from Commission on Intellectual Property Rights, Innovation 
and Public Health (CIPIH) ‘Public health, innovation and intellectual property 
rights’ (2006) WHO 27-30)

…

The economics of innovation and access

World sales of  pharmaceuticals are very highly skewed to developed 
world markets … developing countries, accounting for more than 80 
per cent of  the world’s population, are responsible for only about 10 per 
cent of  global sales. However, it should be noted that in terms of  volume, 
the share of  developing countries could be significantly higher because 
average prices of  pharmaceuticals tend to be lower in developing than 
developed countries. Nevertheless, the overall picture demonstrates very 
clearly the extreme differences in access to health-care products between 
developed and developing countries. It is helpful to consider the issues 
raised from two perspectives: Lack of  effective demand for products; and 
lack of  supply.

Demand

The fundamental problem is the lack of  effective demand in the market for 
products that are required to prevent, treat or cure illness that affect poorer 
people in developing countries. On the one hand, this is evidence that poor 
people in developing countries are simply not getting the treatments they 
need, in spite of  a much higher disease burden. On the other hand, it is also 
an indicator of  how existing incentive structures encourage companies to 
invest in the creation of  products targeting those with purchasing power, 
mainly in developed countries.

For type I diseases, such as diabetes and cancer, companies have a 
strong incentive to invest in the development of  preventive, diagnostic and 
therapeutic tools oriented towards Europe, the United States and other 
developed markets. For people living in developing countries, a major 
problem is the price of  medicines and the overall cost of  treatment: poor 
patients most often pay out-of-pocket, and governments generally lack the 
resources or the will to cover the cost, in whole or in part, of  essential 
medicines on their behalf. There is, therefore, a lack incentive to invest in 
the search for preventive, diagnostic and curative interventions adapted to 
the resources and social and economic conditions of  developing countries.
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The CMH suggests that, left to market forces, there will be an 
inadequate volume of  research on type II diseases, such as malaria and 
TB, and, in some cases, that research is insufficiently attuned to the disease 
conditions in developing countries. This is not the case where there is 
significant developed country demand for treatments and vaccines. For 
example, antiretrovirals would not now be available for use in developing 
countries without the incentive offered by demand from rich countries. 
However, this argument does not apply to malaria and TB, where rich 
country demand is smaller, and is for prophylaxis is rather than treatment.

An important point is that the type or strain of  the disease in 
developing countries frequently differs from that in developed countries 
(eg. different clades of  HIV are common in developing countries, and in 
immune system may react differently to TB vaccines) so that solutions in 
developing countries may need to be different. In the case of  antiretrovirals, 
currently available drugs, when used in appropriate developing countries, 
including for HIV/AIDS, market forces have generally been insufficient 
to stimulate R&D. That is why new international initiatives have sprung 
up in recent years to focus on the development of  vaccines (as well as 
treatments) specifically tailored to developing country needs. Also, because 
TB and HIV/AIDS are now so commonly found in the same patients, 
new treatments for TB need to take account of  possible interactions with 
antiretrovirals.

For type III diseases, such as dengue fever and leishmaniasis, where 
there is no rich country demand, the problem of  lack of  incentives for 
innovation is particularly evident. In some cases, such as ivermectin for 
river blindness, the product was initially developed to meet veterinary 
demand, and only latterly for human demand. As noted above, current 
treatments, such as melarsoprol for sleeping sickness, have serious side-
effects. The major challenge is that clinically effective interventions either 
do not exist at all, or where they exist, are wholly inadequate.

For all types of  diseases there is a need to find ways to encourage the 
development of  medical technologies appropriate to the circumstances 
of  developing countries. The development of  diagnostics, vaccines and 
treatments need to take account of  the resource constraints in developing 
countries, the social and cultural factors that may affect acceptability, and 
the implications of  inadequate systems and infrastructure for delivery. For 
example, it is estimated that less than 3 per cent of  those who need them 
in developing countries have hearing aids which may cost from US$200 to 
US$500. Development of  an appropriate and affordable form of  hearing 
aid would be of  enormous benefit to the hard of  hearing.
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Where there is no purchasing power – either on the part of  the 
government or the patient – the market is not an adequate determinant 
of  value. Thus too few resources are likely to be devoted to developing 
drugs, vaccines and diagnostics that address the needs of  people living 
in developing countries, because they are inherently unprofitable, or the 
relationship between investment and risk, in relation to potential profit, 
is unattractive to the private sector. The market alone, and the incentives 
that propel it, such as patent protection, cannot by themselves address 
the health needs of  developing countries. That is the principal reason 
why new initiatives have sprung up in recent years, such as public-private 
partnerships.

Supply

In the pharmaceutical industry, the process of  drugs development typically 
begins with investigations on the results of  basis research largely conducted 
by public sector research institutions and universities, followed by the 
synthesis, screening and testing of  possible compounds with therapeutic 
effect (the ‘discovery’ phase). For a promising compound, there follows a 
period of  further chemical and pharmaceutical development. This includes 
tests for possible toxicity to body organs and how the product is absorbed 
and metabolized by the body. Extensive tests will also be necessary in 
animal models and finally in humans (the ‘development’ phase). If  all 
these tests are successful and the product meets the standards set by the 
regulatory authority (that it is safe, efficacious and of  good quality), the 
product can then be made available to patients (the ‘delivery’ phase). At 
each stage, there is a process of  attrition, so that only a small proportion 
of  compounds examined in the discovery phase reach the delivery phase. 
Even after delivery, further trials may be undertaken for various purposes, 
including extending the use of  a product to new indications, or determining 
rarer side-effects that may only become apparent when the product is used 
by large numbers of  people.

Thus, drugs discovery and development is a complex, lengthy and 
costly activity. Widely quoted figures for a sample of  medicines produced 
by the industry suggest that the average cost of  developing a new drug 
is US$800 million, or even much more. These figures, however, include 
the cost of  success and failure, and the cost of  capital, and have been 
questioned on methodological grounds and because the raw data for 
independent verification have not been made available … 

However, the direct costs of  developing a particular drug are much 
lower depending upon the therapeutic area, geographical focus and 
regulatory requirements. This is particularly the case for products 
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developed by public-private partnerships. The evidence suggests that they 
may have the potential to develop products at much lower costs than the 
pharmaceutical industry can, partly because of  the nature of  the diseases 
they cover and the prior investment in discovery research in universities, 
public research institutions and the pharmaceutical industry.

Whatever the exact cost, there is a need to think very seriously about 
how this cost can be reduced, if  such products are to be made available 
and affordable in developing countries. This involves looking carefully at 
the process of  product development, at the various incentives provided 
by the market or by governments, and at the way the structure of  the 
industry is evolving. Without doing everything possible to reduce the cost 
of  product development, the chance of  these products being accessible 
to the majority of  people in developing countries is much diminished. In 
addition, it is important that policies ensure that any reductions in cost are 
passed through to patients in reduced prices.

…

The price lowering strategy to increase demand levels is not often a feasible 
or guaranteed move by the patent holder. This is so if  there is a small but 
financially viable market on which the pharmaceutical industry can rely on 
to recoup its investment and invest further. Consequently, the high prices 
situation may readily last and remain profitable despite low sales because 
the buying power of  the small market is strong – high income countries. 
This is the case, for example, of  Type I diseases with a burden in both 
the developed and developing countries (Boxes 4 and 5). Pharmaceutical 
manufacturers usually do not find it interesting to lower prices of  drugs 
for Type I diseases in the poorer (middle and low income) countries 
because they must have recouped their investments from sales in richer 
countries where the diseases are also rampant. Although the market size 
in terms of  numbers is small, the purchasing power is strong. Accordingly, 
pharmaceutical manufacturers would seek to maintain strong monopoly 
power and oust any competition. 

However, in the above this situation, the manufacturer can introduce 
differential pricing to ensure access to medicines across the board. Differential 
pricing consists in setting different prices for different markets by virtue of  
their income levels. In the context of  the present discussion, it would mean 
that the manufacturer would sell at a higher price in high income countries 
and at a lower affordable price in low and middle income countries. In this 
scenario, there is a clear balance. Medicines are accessible to all, both rich 
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and poor, while the manufacturer does not lose the lucrative sales from 
high income markets and would likely not face competition from generics 
intended for some middle and low income markets. The lucrative sales in 
the higher income markets would compensate for the loss incurred by the 
price reductions in the middle and low income markets. Yet, the truth is 
that differential pricing would only meet these desired results where the 
disease burden for the medicines in question are shared between rich (high 
income) and poor (middle and low income) countries. 

Box 5. Classification of diseases burden 

Type I diseases have high burdens of  disease in both the developed and 
developing world. Examples include cardiovascular disease, diabetes, and 
measles. Here many drugs have already been developed for rich nations, 
although the developing world may still have special needs. Examples 
include drugs (eg insulin) that are heat stable and do not need refrigeration; 
paediatric formulations of  AIDS drugs which are not needed in the 
developed world; and drugs that facilitate compliance (eg AIDS drugs that 
require 1 pill/day instead of  17).

Type II diseases have some rich nation R&D effort but not enough. 
TB is a good example. For example, a TB diagnostic would also be very 
valuable – existing methods are only 40 per cent accurate, and cannot 
reliably diagnose TB in people with HIV. These problems are particularly 
acute for vaccines, which seem to suffer from market imperfections that 
suppress investment even in the developed world. 

Type III diseases have little rich nation impact and have received 
little R&D attention until recently. Existing drugs are often dangerous, 
expensive, or impractical to deliver in the developing world.
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Figure A.3

Generally speaking, competition from generics ousts monopoly, 
forcing down the prices of  patented drugs (Figure A.3). Yet, ousting 
monopoly may only be for a while since it may eventually regenerate. 
The case of  ARVs is a perfect example where the first-line therapies were 
subjected to intense competition from generic manufacturers resulting in a 
drastic drop in the prices (Figure A.4). 

Figure A.4. Falling prices of  fi rst-line combinations of  some fi rst-line anti-
retroviral therapies for HIV-AIDS since 2000 

Source: MSF, Untangling the Web of  Price Reductions (www.msfaccess.org)



46   Chapter 2

However, the monopoly resurfaced with the advent of  the second-line 
drugs. With the emergence of  mutation of  the virus and the development 
of  its resistance in the human body, there was a need for adapted 
medication – second line drugs. This situation led to the resurgence of  the 
monopoly effect (increased prices) of  the second-line drugs (under patents 
Figure A.5). This causes a status quo or even an increase in the number of  
persons needing ARVs (Figure A.5 supra). 

Figure A.5 

UNAIDS Estimates of People Needing Second-Line HAART

Source:  UNAIDS Secretariat.  Scenario’s of Uptake of ARV Therapy in Resoutce-Limited Settings. 25 October, 2005.

Source: UNAIDS Estimates of  People Needing Second-Line HAARTICLE Source: 
UNAIDS Secretariat. Scenarios of  Uptake of  ARV Therapy in Resource-Limited Settings. 25 
October, 2005.

A clear example explains the foregoing discussions. In the early second 
half  of  the 90s (1996) ARVs were extremely expensive and cost averagely 
US$12000 per annum as a result of  the patent monopoly on the drugs. When 
Brazil stepped in a few years later with generic copies, the competition 
slashed prices from about US$2500/year to US$350/year when India 
followed suit in 2000 (see Box 6). Presently, the cost is just well around 
US$70/year, about only US$5/month.12 Box 6 below shows the effect 
competition from Indian generic manufacturers on this downward trend 
of  ARV prices within a decade. However, when the second-line treatment 

12 In some countries, ARVs are free under special donor aid programs (such as 
in Cameroon under the assistance program of  the Global Fund for HIV/Aids, 
Tuberculosis and Malaria).
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became necessary as a result of  drug resistance and the mutation of  the 
HIV virus, the second-line medications started hiking again, thus bringing 
matters back to the situation in the 90s with regard to the then drugs now 
called first-line drugs. 

Box 6. ‘Cipla’s announcement of 1 US$ a day ARV treatment’ 

(Excerpted from E ‘t Hoen (2009) The Global Politics of  Pharmaceutical 
Monopoly Power: drug patents, access, innovation and the application of  the 
WTO Doha Declaration on TRIPS and Public Health. Netherlands: AMB 
Publishers 25

On 6 February 2001, the Indian generic medicines producer Cipla 
offered triple-therapy AIDS treatment for 350 US$ per patient/year to 
MSF and for 600 US$ for governments of  developing countries (McNeil 
2001). At that time the price of  the same drug cocktail from multinationals 
was between US$10,000-15,000 per patient/year. A number of  
African countries were engaged in negotiations with the multinational 
pharmaceutical companies, whose best offer at the time for the same 
product was about 1000 US$ (Zimmerman et al 2001). Cipla was able to 
reduce the price to this level because Brazil’s local production had brought 
down the cost of  the raw materials (active pharmaceutical ingredient, or 
API) for ARVs by creating a larger international market. Cipla’s dramatic 
price reduction, which received widespread media attention, hammered 
the message home that the multinational drug companies were abusing 
their monopolistic position in the face of  a catastrophic human disaster. 
It also focused attention on the effects of  generic competition in bringing 
drug prices down. 

On 1 December 2003, the WHO prequalification project approved 
the Cipla product. Almost three year later, on 17 November 2006, the 
FDA also granted it tentative approval under ‘expedited procedures for the 
President’s Emergency Plan for AIDS Relief  (PEPFAR) program’. This 
triple-therapy is currently available without any geographical restrictions 
for less than 90 US$ per patient/year.

The generics market which counter the monopoly situation could be 
explained by at least two scenarios. First, a wave of  compulsory licenses 
could be decreed on patented drugs for the manufacture of  generics under 
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what the then 30 August 2003 Decision of  the General Council of  TRIPS13 
on the implementation of  paragraph 6 of  the Doha Declaration (now 
formalised into an amendment of  TRIPS – article 31bis TRIPS) discussed 
further in chapter 4. Second, patents over drugs could have expired and 
because they (drugs) are now in the public domain, they are open to generic 
manufacturers who possess the technology to produce large quantities to 
satisfy the cheap market demand. Both these scenarios would certainly 
end monopoly and force down the prices of  the patented drugs. Hence, 
monopoly succeeds in the absence of  competition from generics.

Because of  the monopoly trends of  the medicines market, Berger 
and Prabhala14 are of  the view, in relation to the effect of  competition 
on access to ARVs in the case of  South Africa, that ‘the affordability of  
ARV medicines is directly proportionate to production in a competitive 
environment with multiple suppliers’. They suggest that there should be a 
‘legislative framework that monitors market abuse, promotes competition 
and allows safeguards for use by both governments and civil society’.

As earlier remarked, in addition to dampening the effects of  monopoly 
and watering down prices, competition, for one, bolsters innovation 
and R&D than monopoly. It pushes manufacturers to improve on their 
products to attract and maintain clientele. However, this is not always the 
case. For example, in the case of  branded products which have shaped 
consumer habits and fidelity, competition from generics can hardly alter 
the monopoly and price status due to customer fidelity on the brand. 

6 Brief overview of the human rights framework  
 for access to medicines 

Access to essential medicines as a component of  the right to heath, is 
well grounded in international law. The 1946 Constitution of  the World 
Health Organisation and the 1948 Universal Declaration of  Human 
Rights (UDHR) both expressly recognise the right to health. The ICESCR 
states that the right to health includes ‘access to health facilities, goods, 
and services’. In General Comment 14 on the right to health, the ICESCR 
Committee (CESCR) interprets the normative content of  article 12 of  the 
ICESCR. Although the ICESCR only requires the progressive realization 
of  the right to health in the context of  limited resources, there is a core set 
of  minimum obligations which are not subject to progressive realization, 

13 August 2003 Decision on the Implementation of  Paragraph 6 of  the Doha Declaration on the 
Trips Agreement and public health (WT/L/540 2 September 2003).

14 J Berger & A Prabhala (2005) Assessing the impact of  TRIPS-Plus patent rules in the 
proposed US-SACU Free Trade Agreement 18.
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including access to medicines. The WHO, numerous national court cases 
and resolutions of  the Human Rights Council, and the Doha Declaration 
on TRIPS and Public Health discussed in subsequent chapters of  this 
Reader, reaffirm access to essential medicines as a human right that must 
be available ‘for all’. At the African regional level the ACHPR other 
specialised human rights instruments such as the African Charter on the 
Rights and Welfare of  the Child (ACRWC) and the African Women’s 
Charter (Maputo Protocol) have re-echoed the right to health and health 
services in their respective spheres. 

While states hold the core responsibility for ‘essential’ medicines 
provision, these responsibilities are shared with other non-state actors. For 
example, pharmaceutical companies have human rights responsibilities 
described by the former UN Special Rapporteur on the Right to 
Health, including the duty to take all reasonable measures to make new 
medicines ‘as available as possible’ for those in need. Additionally, the 
UN Guiding Principles on Business and Human Rights, which were 
unanimously endorsed by the UN Human Rights Council in 2011, 
obliges the private sector to take responsibility for violations of  human 
rights related to access to medicines. The international community also 
has human rights obligations to assist governments lacking resources to 
achieve their minimum core duties through international cooperation 
and assistance. In the face of  disaster, the international community bears 
the duty to contribute to relief  and humanitarian assistance by providing 
medical supplies as a matter of  priority. 

7 A human rights-based approach to access to  
 medicines?

It should be remarked from the outset that access to medicines is a right 
deducible from within the broader right to health; but it is also one of  the 
core obligations of  the right to health.15 There is even an emerging theory 
considering access to medicines as an emerging right within the human 
rights agenda, and no longer an adjunct or component of  the right the 
right health.16 This is the human rights-based approach (Box 7).

15 For the other core obligations, see Committee on ECSR, General Comment 14 The 
Right to the Highest Attainable Standard of  Health (article 12) Adopted at the 22nd session 
of  the Committee on Economic, Social and Cultural Rights on 11 August 2000 
(document E/C.12/2000/4).

16 L Helfer & G Austin (2011) Human rights and intellectual property: Mapping the global 
interface 98.
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Box 7. Human rights-based approach to access to medicines 

‘How is Access to Medicines a Human rights Issue?’ Health and Human 
Rights – Resource guide (201)

… 

2. What does a human rights-based approach (HRBA) contribute to access 
to medicines?

What does a human rights-based approach (HRBA) contribute to 
access to medicines? A HRBA identifies all human beings as having 
indivisible, interrelated rights, and in this case, to health and to access 
essential medicines. In addition to duties and entitlements, and as 
articulated by the WHO[14] and CESCR,[15] a HRBA applies the 
principles of  non-discrimination and equality; participation and inclusion; 
accountability; and the rule of  law to universal access policies.[16] These 
principles are conceived to inform all stages of  programming and 
advocacy work, including monitoring and evaluation. A HRBA to access 
to medicines draws special attention to marginalized, disadvantaged, 
and excluded populations and endows all populations with the ability 
to achieve outcomes through an inclusive, transparent, and responsive 
process.[17],[18]

A human rights-based approach can also be applied to improve access 
to medicines at the policy level. The right to health offers a framework 
from which national health policies and laws can be shaped for universal 
and equitable access. The result can manifest as positive health outcomes 
and the individual realization of  health rights and access to medicines. 
For instance, domestic constitutions that recognize access to medicines 
as part of  the right to health can support individual claims for essential 
medicines in national courts.[19] A good example of  this is documented 
in the final section of  this chapter, where the right to health ratified by the 
Kenyan Constitution played a role in supporting litigation that ultimately 
advanced access to ARVs for people living with and affected by HIV and 
AIDS.

For individuals and communities living in relative poverty, recasting 
their lack of  access to health care and essential medicines not as a failure 
of  government policy, but as a denial of  their rights, is tremendously 
empowering. When the needs essential to a life lived in dignity are elevated 
to the rank of  legal entitlements, they have the power to change political 
discourse and the horizon of  social expectations.[20] Reframing health as 
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a human right is not simply to appear in court; it is to expand the bounds 
of  what is possible, to mobilize neglected communities, to raise public 
awareness and trigger activism and education.

Importantly, application of  the human rights framework also provides 
a clear delineation of  the spheres of  responsibility of  different stakeholders, 
as circumscribed by human rights treaties, guiding principles, and general 
comments. States are obliged under international human rights law to 
respect, protect, and fulfil the right to health, which includes an obligation 
to adopt legislative, administrative, and budgetary measures to facilitate 
access to medicines that are affordable, accessible, culturally acceptable, 
and of  good quality.[21] This obligation for a state to ‘use all available 
resources at its disposal’ [22] to satisfy its obligations with respect to health 
will often require a state to make full use of  the public health flexibilities 
available under international law.[23]

Meanwhile, pharmaceutical companies bear a responsibility to respect 
human rights vis-à-vis the Ruggie trinity of  protect, respect, and remedy.
[24] Within this framework, corporations have a duty to (a) avoid causing 
or contributing to adverse human rights impacts through their own 
activities, and address such impacts when they occur; and (b) prevent or 
mitigate adverse human rights impacts that are directly linked to their 
operations, products, or services by their business relationships, even if  
they have not contributed to those impacts.[25] Essentially, pharmaceutical 
firms bear a responsibility to act with due diligence to avoid infringing 
on the right to health. These responsibilities come into stark relief  when 
pharmaceutical firms prioritize the enforcement of  their intellectual 
property rights at the expense of  their right-to-health obligations.

3. Human rights elements for access to medicines

According to General Comment 14, realizing the right to access 
medicines is contingent upon the realization of  four interrelated elements. 
Medicines must be (1) available, (2) accessible (with accessibility implying 
affordability, physical accessibility, and accessibility of  information), (3) 
acceptable, and (4) of  good quality.[26]

In complement to the ‘AAAQ’ framework described above, WHO 
has outlined the following four key building blocks as essential toward 
ensuring access to medicines in national health systems:
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1. Rational selection and use of  essential medicines, based on national lists of  
essential medicines and treatment guidelines;

2. Affordable prices for governments, health care providers and individuals;
3. Fair and sustainable financing of  essential medicines as part of  the national 

health care system through adequate funding levels and equitable prepayments 
systems, to ensure that the poor are not disproportionately affected by medicine 
prices; and

4. Reliable health and supply systems to ensure sufficient and a locally appropriate 
combination of  public and private service providers. 

Article 2(1) of  the ICESCR also calls for the ‘progressive realization’ of  
economic and social rights. In other words, the ICESCR recognizes that 
some states are burdened by resource constraints, and therefore, allows 
obligations to be realised over time. Therefore, in theory, a lack of  resources 
can justify non-compliance. However, as it was just mentioned and as the 
Limburg Principles on the Implementation of  the International Covenant 
on Economic, Social and Cultural Rights have elaborated, the progressive 
realisation of  rights also suggests that states, regardless of  their level of  
economic development, are obligated to take measures immediately and 
‘move as expeditiously as possible’ towards the realisation of  those rights.
[28] Within the context of  medicines, states must create and implement 
a reasonable action program to continuously improve access to essential 
medicines. State responsibility to provide essential medicines should be 
recognised in domestic law and given priority for public financing through 
sufficient budget allocation. Laws and policies within the health system 
(for universal health coverage or medicines pricing) and the broader legal 
order (for trade or intellectual property protection) should be aligned 
with achieving universal access to essential medicines. For instance, 
governments should make full use of  the trade options under TRIPS 
flexibilities to safeguard access to essential medicines. 

Regional instruments and documents agreed upon by the health 
community also clearly recognize the right to health. The African 
Charter on Human and Peoples’ Rights (article 16), the European Social 
Charter (article 11), the Protocol of  San Salvador (article 10),] the WHO 
Constitution, the Ottawa Charter for Health Promotion,[31]and the 
Bangkok Charter for Health Promotion in a Globalized World[32] all 
consider health a fundamental human right.[33] These agreements can 
support access to medicines claims in domestic courts. In addition, the 
1978 Declaration of  Alma-Ata establishes a clear and important link 
between the provision of  primary health care and the provision of  essential 
drugs. 
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Human rights norms and frameworks can be used to improve access 
to medicines.17 This could be achieved by reducing the barriers which IP 
laws create access. The connecting point here is the right to health. The 
central recognitions of  the right to health in international and African 
regional human rights law are found in the following international key 
human rights treaties:

• International Covenant on Economic, Social and Cultural Rights – 
ICESCR (article 12);

• International Convention on the Elimination of  Racial Discrimination 
– ICERD (article 5(e)(iv));

• Convention on the Elimination of  all Forms of  Discrimination against 
Women – CEDAW (article 12);

• Convention on the Rights of  the Child – CRC (article 24); and
• African Charter on Human and Peoples’ Rights (article 16).

The human rights-based approach to access to medicines takes its rise 
from the TRIPS Agreement. The TRIPS Agreement states in article 7 on 
the Objectives of  TRIPS that in the protection of  IPRs, there should be a 
balance between the rights of  rights holders of  IP and the rights of  users 
in manner conducive to social and economic welfare.18 This balancing 
of  rights in the TRIPS has its basis in articles 27 UDHR and 15(1)(c) 
ICESCR. 

17 See generally H Brennan et al ‘A human rights approach to intellectual property and 
access to medicines’ (2013) Global Health Justice Partnership Policy Paper 1.

18 Art 7 provides that ‘the protection and enforcement of  intellectual property rights 
should contribute to the promotion of  technological 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 economic welfare, 
and to a balance of  rights and obligations’.
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Box 8.

The Universal Declaration on Human Rights (UDHR) 1948

Article 27

1. Everyone has the right freely to participate in the cultural life of  the 
community, to enjoy the arts and to share in scientific advancement 
and its benefits.

2. Everyone has the right to the protection of  the moral and material 
interests resulting from any scientific, literary or artistic production of  
which he is the author.

…

International Covenant on Economic Social and Cultural Rights (ICESCR) 1966

Article 15

1. The State parties to the present Covenant recognize the right of  
everyone:

a. To take part in cultural life;
b. To enjoy the benefits of  scientific progress and its applications;
c. To benefit from the protection of  the moral and material interests 

resulting from any scientific, literary or artistic production of  
which he is the author.

2. The steps to be taken by the State parties to the present Covenant to 
achieve the full realization of  this right shall include those necessary 
for the conservation, the development and the diffusion of  science 
and culture.

3. The State parties to the present Covenant undertake to respect the 
freedom indispensable for scientific research and creative activity.

4. The State parties to the present Covenant recognize the benefits to be 
derived from the encouragement and development of  international 
contacts and co-operation in the scientific and cultural fields.

…
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The provisions of  articles 27 UDHR and 15(1)(c) ICESCR acknowledge 
the protection of  authors’ moral and material interests resulting from their 
scientific, literary or artistic productions. These productions indirectly 
refer to IP while the interests refer to IPRs. The article 27 and 15(1)(c) 
provisions equally recognize the right of  everyone to enjoy the benefits of  
scientific progress and its applications – IP products. In as much as patent 
rights should be protected, this should take into account the legitimate 
interests of  third parties – users. Access to medicines is a matter of  social 
welfare, therefore, patents should not be an obstacle to the exercise of  this 
right. This is the balancing of  rights between the producers and the users 
of  IP products, which articles 27(1) and (2) UDHR and 15(1)(b) and (c) 
ICESCR convey and seek to achieve.

The Committee ESCR) in General Comment 17, in explaining 
the nature of  the article 15(1)(c) rights (to scientific, literary or artistic 
productions – IPRs), emphasises that they should not impede realisation 
of  the rights under the Covenant. It has even been submitted that IPRs 
are not human rights. Both these points captured in the General Comment 
17 have been concisely explained by Davinia Ovett excerpted in Box 9 
below.19 Besides, on the basis of  the principle of  proportionality of  human 
rights, although all human rights are equal, invisible and interdependent, 
some should be curtailed in relation to the implementation of  others. This 
means that in the IPRs versus human rights struggle (considering that 
IPRs are also human rights), patent rights should be curtailed in favour of  
the right to health. 

Box 9. Balancing human rights and IPRs

(Excerpted from D Ovett (2006) Intellectual property and human rights: Is the 
distinction clear now? An assessment of  the Committee on Economic, Social and 
Cultural Rights. General Comment 17 (2005) on The Right of  Everyone to 
Benefit from the Protection of  the Moral and Material Interests Resulting from any 
Scientific, Literary or Artistic Production of  Which he is the Author) 

…

19 D Ovett Intellectual property and human rights: Is the distinction clear now? An assessment of  
the Committee on Economic, Social and Cultural Rights. General Comment 17 (2005) on 
The right of  everyone to benefit from the protection of  the moral and material interests resulting 
from any scientific, literary or artistic production of  which he is the author (2006) Policy Brief  
3, 3D Trade – Human Rights – Equitable Economy.
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II. The implications of General Comment 17 on the interpretation 
of the relationship between intellectual property and human 
rights

A. The scope and content of General Comment 17

General Comment 17 (2005) only focuses on one sub-paragraph of  
article 15 ICESCR, rather than the article as a whole. Limiting a General 
Comment to this subparagraph was strongly criticised by commentators 
for failing to take into account the complex nature of  cultural rights and 
their relationship with IP rights (see section B below). The reasons for 
choosing this approach were explained by the Chair of  the Committee on 
Economic, Social and Cultural Rights, Virginia Bonoan Dandan, in the 
opening remarks of  the Day of  General Discussion held in 2000.

 Firstly, Ms Dandan stated that members of  the Committee believed 
that the debate on article 15 (1)(c) was most urgent, as there was a need to 
identify the human rights dimensions of  IP policy. Also, they believed that 
article 15 as a whole was too large to be the subject of  a single General 
Comment. Hence, the Committee agreed to rapidly draft subsequent 
General Comments on the right to take part in cultural life (article 15(1)(a)), 
and the right to enjoy the benefits of  scientific progress and its applications 
(article 15(1)(b)). Work has already begun on a General Comment on the 
right to take part in cultural life, but is progressing slowly as the issue was 
diverted by the adoption of  the UNESCO Convention on the Protection 
and Promotion of  the Diversity of  Cultural Expressions in October 2005.

General Comment 17 is based on a similar structure of  analysis as 
previous CESCR General Comments. It therefore begins by setting out 
its scope and basic premises of  analysis. It then goes on to outline the 
normative content of  the right, conditions for States Parties’ compliance, 
States Parties’ obligations, violations, implementation at the national level 
and the obligations of  actors other than State parties.

The General Comment begins by clarifying the distinction between 
IP and human rights. It states that ‘while under most intellectual property 
systems, intellectual property rights, often with the exception of  moral 
rights, can be allocated, limited in time and scope, traded, amended and 
even forfeited, human rights are timeless expressions of  fundamental 
entitlements of  the human person’. Moreover, the text states that the scope 
of  protection of  the moral and material interests of  the author ‘does not 
necessarily coincide with what is referred to as intellectual property rights 
under national legislation or international agreements’. It goes on to add 
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‘it is therefore important not to equate intellectual property rights with the 
human right recognised in article 15, paragraph 1(c).

This first section also explains the relationship between article 15(1)
(c) and the other rights in article 15 as being ‘mutually reinforcing and 
reciprocally limitative’. Moreover, it states that article 15(1)(c) has an 
‘economic dimension’ linked to other Covenant rights such as the right 
to work, the right to adequate remuneration and the right to an adequate 
standard of  living. Furthermore, this right is linked to human rights in 
the UDHR and other international human rights instruments, notably the 
right to own property, freedom of  expression including freedom to seek, 
receive and impart information and ideas of  all kinds, the right to full 
development of  the human personality, the rights of  cultural participation 
and the rights of  culturally specific groups.

In the normative element of  the General Comment ‘author’ is defined 
as ‘the creator, whether man or woman, individual or group of  individuals, 
of  scientific, literary or artistic productions, such as, inter alia, writers and 
artists’. This definition is positive in as much as it broadens the scope 
of  protection to indigenous communities and cultural minorities, whilst 
explicitly limiting protection to ‘natural persons’. Indeed, the General 
Comment states that the entitlements of  legal entities under IP law are 
‘different in nature’ and therefore ‘not protected at the level of  human 
rights’. 

However, in the definition of  ‘benefit from the protection’ it is 
stated that protection ‘need not necessarily reflect the level and means 
of  protection found in present copyright, patent and other intellectual 
property regimes, as long as the protection available is suited to secure 
authors the moral and material interests resulting from their productions’. 
This reference to IP standards is particularly confusing considering that 
IP rules may not necessarily be the most appropriate legal tool to protect 
authors.

Likewise, the statement that article 15(1)(c) ‘by no means prevents 
States parties from adopting higher protection standards in international 
treaties’ provided that these standards ‘do not unjustifiably limit the 
enjoyment of  other Covenant rights’ could be risky in practice. Indeed, 
States could use this statement to argue in favour of  higher IP standards, 
for instance that higher patent protection is justified in order to promote 
research and development of  new medicines, even if  this higher protection 
has the effect of  increasing cost and reducing access to medicines.
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In the section on conditions for States parties’ compliance, the General 
Comment states that the precise application for ensuring availability, 
accessibility and quality of  protection depends on ‘the economic, social 
and cultural conditions prevailing in a particular State party’. This 
reference appears to support the idea of  an approach to implementation 
of  this human right via pro-development policies or sui generis systems. 
However, the section on specific State parties’ obligations to respect, 
protect and fulfil the right under article 15(1)(c), appears contrary to a 
development perspective. Indeed, in the definition of  the requirement to 
protect the moral and material interests of  authors, the General Comment 
urges State parties to ‘prevent unauthorized use of  scientific, literary 
and artistic productions which are easily accessible or reproducible 
through modern communication and reproduction technologies, eg, by 
establishing systems of  collective administration of  authors’ rights or by 
adopting legislation, requiring users to inform authors of  any use made of  
their productions and to remunerate them adequately’. Such an approach 
would impede access to knowledge or impede alternative systems such as 
Creative Commons licensing, Free Software or other methods of  freely 
sharing information.

A further issue in the requirement to protect is the need to ensure 
that: ‘States provide effective protection of  the interests of  indigenous 
peoples relating to their productions, which are often expressions of  
their cultural heritage and traditional knowledge’. This section requires 
protection measures to respect the ‘principle of  free, prior and informed 
consent’ in relation to access to genetic resources and benefit-sharing 
enshrined in the Convention on Biological Diversity. It also emphasizes 
the need to take into account the preferences of  indigenous groups and the 
provision of  collective administration systems. In addition, the General 
Comment explicitly encourages countries to provide protection under 
national IP regimes and to ‘prevent unauthorized use of  scientific, literary 
and artistic productions of  indigenous peoples by third parties’. Although 
this reference supports efforts to end biopiracy and misappropriation, 
the General Comment fails to take into account that IP systems may be 
completely inappropriate for the protection of  traditional knowledge and 
traditional forms of  expression.

A further issue in the section on State party obligations is the need 
to balance the right of  authors with other rights in the Covenant. Here, 
the General Comment expressly says that States must strike a balance 
between the individual rights of  authors and the public interest in ‘enjoying 
broad access to their productions’. Furthermore, the General Comment 
recommends that States undertake an impact assessment prior to the 
adoption and after a period of  implementation of  the legislation for the 
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protection of  the moral and material interests of  authors resulting from 
their scientific, literary or artistic productions. The General Comment 
states that ‘State parties have a duty to prevent that unreasonably high 
costs for access to essential medicines, plant seeds or other means of  food 
production, or to schoolbooks and learning materials, undermine the 
rights of  large segments of  the population to health, food and education. 
One should hope that if  it came to the crunch, this part of  the General 
Comment would prevail over those mentioned above, which could limit 
free sharing of  information, and insufficiently take into account the needs 
of  indigenous groups.

The General Comment requires State parties to take all legislative 
measures to comply with the ‘core obligations’ of  the right to the moral 
and material interests of  authors. This means that States have to take 
immediate steps to satisfy the ‘minimum essential levels’ of  the right in 
article 15(1)(c). This includes ‘effective protection’ of  moral and material 
rights of  authors; measures to respect and protect basic material interests 
of  authors in order to allow them to enjoy an adequate standard of  living; 
measures to ensure equal and non-discriminatory access to remedies; 
measures that strike an adequate balance between author’s rights and 
other rights in the Covenant such as the rights to food, health, education, 
the right to take part in cultural life and the right to enjoy the benefits of  
scientific progress and its applications; and measures capable of  providing 
‘international assistance and cooperation’ in enabling developing countries 
to fulfil these obligations.

The full extent of  these ‘core obligations’ only becomes apparent in 
the section on violations of  article 15(1)(c). In this section, the General 
Comment describes the circumstances in which a State party may be found 
to be in violation of  the Covenant. It distinguishes a State’s ‘inability’ 
from its ‘unwillingness’ to comply with its obligations, noting that it is 
unwillingness that constitutes a violation. The General Comment then 
distinguishes acts of  commission – such as the formal repeal of  legislation 
protecting the moral and material interests resulting from one’s scientific, 
literary and artistic productions – from omissions, such as the refusal to 
ensure that third parties adequately compensate indigenous ‘authors’. In 
relation to core obligations, the General Comment states that there is a 
violation if  State parties adopt retrogressive measures incompatible with 
their core obligations. This is particularly problematic, as States parties 
that choose to, say, repeal legislation that granted strict IP protection to 
‘authors,’ in order to facilitate sharing or dissemination of  educational 
materials, or to reduce the cost of  medicines, could be at risk of  being 
found in violation their core obligations.
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B. Implications of General Comment 17

The approach taken by the Committee on Economic, Social and Cultural 
Rights in singling out article 15(1)(c) is strongly contested, as one cannot 
dissociate the right to the protection of  moral and material interest of  
authors from cultural rights as a whole. Indeed, commentators have 
argued that focusing a General Comment on individual authors’ rights 
to scientific or literary production in isolation of  the right to take part in 
cultural life, article 15(1)(a), and the right to enjoy the benefits of  scientific 
progress and its applications, article 15(1)(b) fails to look at the current 
reality of  scientific inventions and literary products as being almost wholly 
owned by corporations. Furthermore, even if  the General Comment 
distinguishes the right to moral and material interests of  authors from IP 
rights in its introductory section, the normative elements of  the Comment 
repeatedly refer to IP protection as a way of  implementing this part of  
article 15. This is problematic, as it does not make explicit enough that 
there may be instances where IP protection is not appropriate and other sui 
generis systems should take over, or indicate when these instances might 
arise. Furthermore, it does not emphasize enough that ‘moral’ interests 
could be protected by other legislative measures such as defamation laws, 
or that ‘material interests’ could be best protected with a minimum wage 
for artists or systems capable of  providing an adequate standard of  living 
to independent inventors and artists.

Finally, the General Comment’s detailed list of  violations of  article 
15(1)(c) by acts of  commission and omission introduces a ‘violations 
approach’ to author’s rights that could be misinterpreted by IP lawyers. 
Indeed, as the General Comment promotes IP protection as the preferred 
method of  protection of  the ‘moral and material interests of  authors’ 
there is a danger that this will lead to a system of  protection that will 
be even stricter than the present copyright or patent systems, which 
currently benefit corporate actors. Furthermore, this could have adverse 
consequences on the realization of  development commitments and human 
rights, including the rights to food, health, education, the right to take part 
in cultural life and the right to enjoy the benefits of  scientific progress and 
its applications.

Conclusion

General Comment 17 (2005) has helped clarify the long-standing debate on 
the relationship between IP rights and human rights, by stating that IP rights 
are not human rights. Moreover, it has opened the scope of  protection of  
the right to ‘benefit from the protection of  the moral and material interests 
resulting from any scientific, literary or artistic production of  which he 
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is the author’ under article 15(1)(c) ICESCR to indigenous communities 
and cultural minorities, whilst explicitly excluding legal persons. However, 
it has also created additional confusion for human rights advocates and 
policy-makers by promoting IP protection as the preferred method of  
implementation of  this human right. This approach does not sufficiently 
take into account the changing nature of  IP law and the fact that current 
IP systems tend to favour corporate interests at the expense of  individual 
authors, inventors and artists.

Moreover, the fact that the General Comment is focused solely on 
article 15(1)(c), means that States parties to the ICESCR will have difficulty 
balancing author’s moral and material interests with other cultural rights 
under article 15, including the right to take part in cultural life (article 
15(1)(a)) and the right to enjoy the benefits of  scientific progress and its 
applications (article 15(1)(b). Hence, it will only be once the Committee 
on Economic, Social and Cultural Rights has adopted General Comments 
on articles 15(1)(a) and 15(1)(b) that human rights advocates and policy-
makers will be able to grasp the full implications of  article 15 on the 
relationship between IP rights and human rights. Therefore, in addition to 
expeditiously adopting a General Comment on the rest of  ICESCR article 
15, the Committee on Economic, Social and Cultural Rights should issue 
a clarification regarding the elements of  General Comment 17 that could 
be interpreted in ways that go against the realization of  the rights in the 
ICESCR. In particular, the clarification should expressly acknowledge 
that IP rules may not necessarily be the most appropriate legal tool to 
protect the moral and material interests of  authors, particularly when 
‘authors’ are indigenous groups or holders of  traditional knowledge, as IP 
systems may be completely antithetical to their beliefs, and thus contrary 
to their cultural rights.

The clarification should also emphasize that the caution that the 
General Comment expresses in its paragraph, that protection of  the 
moral and material interests of  authors should not impede realisation of  
other human rights, applies throughout the General Comment – in order 
to dispel the possibility that actors advocating strict IP standards rely on 
other parts of  the General Comment to support their positions.

In recent years, there has been increasing attention to the right to health by 
relevant stakeholders including states, the international community, CSOs 
and NGOs and international human rights treaty monitoring bodies 
(‘treaty bodies’). In 2000, General Comment 14 on the right to health 
was adopted by UNCESCR. This General Comment, together with other 
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important statements by other treaty bodies such as the Committee on the 
Elimination of  Discrimination Against Women (CEDAW Committee), 
and the Committee on the Rights of  the Child (CRC Committee), 
have helped clarify the nature and scope of  the right to health.20 These 
interpretative texts are not legally binding upon States. However, they are 
widely regarded to be authoritative and to have significant legal weight. 
In practice, General Comments have been used to positive effect by 
applicants submitting cases on economic, social and cultural rights issues 
before some regional human rights commissions and domestic courts, 
while, generally, courts and commissions have drawn inspiration from the 
analysis contained in General Comments.21

Meanwhile, the Resolution by the African Commission on access 
to health and needed medicines has called on member states to refrain 
from implementing intellectual property policies that do not take full 
advantage of  all flexibilities in the TRIPS Agreement, which promote 
access to affordable medicines including entering into ‘TRIPS Plus’ free 
trade agreements.

Undoubtedly, emerging global IPR regimes foreseeably characterized 
by stiffer protection standards aggravate the catastrophic health problems 
of  the global poor and therefore constitute a massive violation of  the 
human right to essential medicines. To end this violation, there is need to 
build the political will to design and implement an appropriate IPR reform 
that maintains and augments the incentives to pharmaceutical innovation 
while removing the barriers that now effectively exclude the global poor 
from the benefits of  pharmaceutical research.22 This can be done if  African 
states and their governments step beyond the politics of  mere glamour 
rhetoric. Indeed, while article 8 of  TRIPS entreats WTO members to ‘... 
adopt measures necessary to protect public health … ’ it correspondingly 
advises that ‘[…] [a]ppropriate measures … may be needed to prevent 
the abuse of  intellectual property rights by right holders and the resort to 
practices which unreasonably restrain trade […]’. As mentioned before, such 
practices are unfair trading or commercial/competition practices. Article 
8 of  TRIPS alone stands out as the basis of  states’ core obligations to 
respect, protect and fulfil the right to health generally, and specifically, to 

20 CEDAW Committee – General Recommendation 24 (1999) & CRC Committee – 
General Comment 4 (2003). See P Hunt et al (2007) Neglected diseases: A human rights 
analysis’ Social, Economic and Behavioural Research Special Topics No 6 TDR/SDR/
SEB/ST/07.2 WHO/ UNICEF/UNDP/World Bank/WHO Special Programme for 
Research and Training in Tropical Diseases 7.

21 Hunt (n 20) 7 at n 5.

22 T Pogge ‘Montréal statement on the human right to essential medicines’ (2006) 15(2) 
Cambridge Quarterly of  Healthcare Ethics 10.
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ensure access to medicines for all as an essential component of  that right 
– a double edged sword for access to medicines policies.

As seen earlier, beyond stiff  IP regimes, high prices, lack of  
competition and pharmaceutical monopoly power, and other public 
health problems such as poor infrastructure, unsustainable national health 
budgetary allocations, irrational selection, procurement, distribution, 
and use of  medicines further frustrate flexibilities and innovative ways 
of  implementing new obligations.23 But the absence of  a national 
administrative and legal infrastructure and/or procedures to implement 
flexibilities may equally prevent effective exercise of  the right to access 
medicines.24

Yet, apparently, the question of  access to essential medicines is being 
displaced by an assertion of  prior legal or posterior commitments in trade 
agreements and that, for one, TRIPS is not a pro-health IP system even 
in the light of  its aftermath developments. Here, Heinz Klug notes the 
‘uncompromising principle of  pacta sunt servanda that is used to elevate 
notions of  unrestricted trade above the health needs of  millions of  people 
around the world’, and suggests that in addressing an effective policy for 
access to medicines, the principle of  adapting to changed circumstances 
– or rebus sic stantibus – should have been applied to interpretations of  the 
TRIPS Agreement.25

Review questions

1. Taking into consideration the incompatibilities between human rights 
and IPRs, why should the latter be construed as a specie of  human 
rights, if  at all? If  they are not, what then justifies their inclusion in 
the key human rights treaties? Put otherwise, in relation to the focus 
of  the discussions in this Reader, why should a patent be considered 
a human right on equal terms with the right to health on the basis of  
indivisibility of  all human rights, if  a patent is said to hinder access to 
medicines in poor countries as a result of  the high prices it generates 
on medicines? 

23 P Roffe ‘The impact of  FTAs on public health policies and TRIPS flexibilities’ (2006) 
1(1&2) International Journal of  Intellectual Property Management 86-87.

24 WHO ‘Improving access to medicines in Thailand: The use of  TRIPS flexibilities’ 
(2008) 26 http://www.drugwonks.com/THAI%20Mission%20Report%20Final%20
15%20Feb%2008.doc (accessed 12 May 2011).

25 H Klug ‘Comment: Access to essential medicines – promoting human rights over free 
trade and intellectual property claims’ 11 http://law.wisc.edu/m/qyn2g/comment-
reichman-access_to_medicines.pdf  (accessed 12 September 2010).
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2. How human rights law can be used to eliminate stiff  IP protection 
levels? In other words, how can human rights law be used to reinterpret 
IP protection in a manner supportive of  access to medicines and 
public health in Africa generally? A number of  human rights-based 
strategies may be helpful in eliminating the rigours of  IP and ensuring 
access to medicines:26

• The use of  human rights arguments in regional and domestic 
court cases dealing with intellectual property;

• The articulation of  norms in the international and regional 
human rights systems;

• The use of  human rights arguments and frameworks to secure 
greater pharmaceutical corporate accountability; 

• The use of  health-related rights to build multilateral and regional 
alliances that can more effectively oppose free trade agreements 
(FTAs) with TRIPS-plus provisions; and

• To make human rights claims in an advocacy context that call 
upon the moral power of  human rights over IP interests.

The bottom-line line is that, in a human rights context, a constitutional right 
to health necessarily requires limits on patentability like those in India’s 
section 3(d) or that limits on IP injunctions are a necessary flexibility 
under international human rights law, to ensure access to medicines.27

26 See generally Brennan et al (n 15).

27 As above 8.
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TriPs flexiblTies in The conTexT 
of access To medicines:  

comPulsory licensing and 
Parallel imPorTaTion

1 Introduction

We have seen in chapter 2 that patent protection increases the price of  
medicines and thus decreases access thereto in middle and low-income 
countries. The mechanics of  compulsory licensing and parallel importation 
aim at removing this difficulty and ensuring access to medicines. However, 
high prices is not the only difficulty in the access to medicines crisis. There 
are other concerns which have equal weight as the high prices. As a matter 
of  fact, the problematic of  access to medicines involves two sets of  issues. 
The first relates to the surrounding circumstances of  access which convey 
the principle of  non-discrimination: economic accessibility (affordability), 
physical accessibility, information accessibility and availability of  
medicines in sufficient quantities at all times (bioavailability). The second 
relates directly to the medicines – the material nature of  medicines: 
quality (biosafety). In short, access to medicines is not just a question of  
equitable access in terms of  affordability and availability but also one of  
quality in terms of  the suitability, which is efficacy and safety. It has been 
argued that medicines obtained from generic sources (including those 
produced under compulsory licences), may be of  substandard or simply 
counterfeits and therefore detrimental to health as a result of  not being 
bioequivalent with the original or patented version. Thus, it is essential that 
consumer protection laws or other relevant legislation should be enacted 
or strengthened to prevent fraudulent claims regarding the efficacy and 
safety of  medicines,1 particularly those from generic sources. Although, 
compulsory licensing and parallel importation are known to IP law, they 
are also key flexibilities under the TRIPS Agreement. 

This chapter overviews the fundamentals of  compulsory licensing and 
parallel importation as tools of  enhancing access to affordable medicines. 

1 See the Recommendations for the Implementation of  revised Guideline 6 of  the 
International Guidelines on HIV/AIDS and Human Rights (Joint UN Programme on 
HIV/AIDS (UNAIDS) (2006) International Guidelines on HIV/AIDS and Human Rights 
38-48 http://www2.ohchr.org/english/issues/hiv/docs/consolidated_guidelines.pdf  
(accessed 2 February 2010).
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It highlights some pertinent issues and arguments relating to them in 
the access to medicines debate. Suffice not to note here that compulsory 
license and parallel importation are central legal flexibilities under the 
TRIPS Agreement that can be used by middle and low income countries 
facing access to medicines problems.

2 Compulsory licence (non-voluntary licence)

A compulsory license is a license to exploit a patented invention issued 
by government to a third party without the patent holder’s permission 
in return for what government considers a reasonable compensation.2 
The use and enjoyment of  the patentee’s right over his or her invention is 
translated in the fact that he or she can voluntarily issue a license (voluntary 
licence) on some or all the rights under the patent for its exploitation 
whether he or she can work or is actually working the patent or not. The 
license is usually issued upon request by the third party. Under the TRIPS 
Agreement, government may issue a compulsory license for its own use, 
known as ‘government use’, for non-commercial purposes. It may order 
government use but confer the exploitation to a government agency or a 
private third party.

Article 31 of  TRIPS provides both the grounds (reasons or 
justifications) and conditions for granting a compulsory licence. The 
Doha Declaration reaffirms this saying that countries have ‘the right to 
grant compulsory licences and the freedom to determine the grounds 
upon which such licences are granted’.3 These rights and freedom do 
not mean that compulsory licences are not regulated since States have to 
fulfil certain criteria and procedures – the grounds and conditions plus 
administrative procedures – in order to grant a compulsory licence.4

It should be mentioned here that a compulsory licence is one of  the 
major, if  not, ‘aggressive’ and ‘unconscionable’ interference with a patent 
from the patentee’s perspective. The TRIPS agreement does not employ 
the expression ‘compulsory licence’ but it is understood that article 31 
tilted, ‘Other Use Without Authorization of  the Right Holder’ is it. 
Compulsory licence is therefore an express exception to the exclusive 
rights under a patent defined in article 28, alongside those exceptions that 

2 See D Murthy ‘The future of  compulsory licensing: Deciphering the Doha Declaration 
on The Trips Agreement and Public health’ (2002) 17 American University International 
Law Review 1307. 

3 Para 5(b).

4 These issues shall be examined in greater detail in ch 4 dealing exclusively with art 31 
of  TRIPS.
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may be inferred under article 30 dealing with the exceptions to the rights 
conferred by a patent. The article 30 inferred exceptions together with the 
compulsory licence exception are fully discussed in chapter 4. It should 
be noted that there is a footnote in the agreement on article 31 explaining 
‘other use’ as use other that contemplated under article 30 exceptions.

2.1 Rationale for issuing a compulsory licence

The justifications for issuing a compulsory license include: reducing 
an issuing country’s dependence on imports, ending monopoly by 
increasing the number of  competitors in the marketplace and protecting 
and promoting local industry. However, the reason that resonates with 
the highest moral tone, and is most often cited by developing countries 
and activists, is that compulsory licence results in increased access to 
critical lifesaving medicines. The pharmaceutical industry often opposes 
legislation allowing for a compulsory licence because they consider such 
legislation in developing countries as supportive of  patent infringement 
practices.5

The concern of  policy makers in developing and LDCs generally and 
in Africa in particular, is how to manufacture or produce generic versions 
of  patented medicines locally. This is exemplified by the fact that these 
countries do not generally have the requisite technological capacity. 
Besides, even where such capacity exists, meeting the economies of  scale 
is problematic due to the small market size and the weak purchasing 
power, demands trend and the export restriction. The possibility to export 
will increase sales revenue and therefore contribute to the recoupment of  
invested capital. TRIPS (article 31(f)) offers no great prospects here as 
local production under a compulsory licence should be predominantly 
consumed in the domestic market. For example, the situation which might 
warrant a compulsory licensing measure would certainly not last and this 
would not justify putting in place huge technological investments only 
briefly and for a small market that would hardly consume the predominant 
part of  the production. Even if  the post Doha Declaration6 waiver, the 
decision of  30 August 2003 of  the Council of  the TRIPS, now article 
31bis of  TRIPS), obviated the local production and predominant domestic 
supply requirements (and therefore the economies of  scale dilemma were 
resolved), the next problem was to find an ‘exporting country’ with the 
manufacturing capacity that would be willing to manufacture for the 
requesting ‘importing country’ without manufacturing capacity. This is so 

5 Murthy (n 2) 1308.

6 WTO Ministerial Conference ‘Declaration on the TRIPS Agreement and Public 
Health’ adopted on 14 November 2001 (WTO/MIN(01)/DEC/W/2).
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because the exporting country may be under pressure not to do so from the 
home pharmaceutical industry and pro IP protection groups. Although 
the 2003 mechanism is cumbersome, such pressure considerations may 
explain away the unattractiveness of  the mechanism. Rwanda resorted to 
the mechanism in July 2007 (chapter 5 infra). Article 31bis of  TRIPS now 
permits permitted the use of  compulsory licenses by developing countries 
and LDCs with no or insufficient manufacturing capabilities. However, 
developed counties can also sue the system but must notify their intention 
prior to, to the Council of  TRIPS. The August 2003 system authorised the 
manufacturer of  generic medicines for ‘HIV/AIDS, malaria, tuberculosis 
and other epidemics’ of  the exporting-country to produce the required 
medicines and ship to the importing (requesting) country. As just mentioned 
above, the TRIPS Agreement allows compulsory licenses for domestic 
production purposes but did not take into consideration, countries without 
domestic manufacturing capacity. The system under 30 August 2003 
Decision transformed into article 31bis TRIPS, now allows such a country 
to source certain generic medicines from a country with manufacturing 
capacity by issuing a compulsory license to that manufacturer, although it 
may be necessary to do so through the host government.7

2.2 What is required?

2.2.1 Ascertainment of  the patent status

Before issuing a compulsory licence, government authorities must ascertain 
the patent status of  the medicine over which the licence is sought. That is, 
whether the patent is still in force, has expired or is valid. Each of  these 
situations are explained in turn.

i. Some patents may have expired and so it is useless resorting to a 
compulsory licence measure over it since the product is now a public 
good. 

ii. Similarly, if  the patent is invalid in the sense that it was not regularly 
granted or the invention is doubtful and may be a copy work of  an 
existing patent, no compulsory licence is needed and the patent may 
even be challenged if  there is tangible proof. This means that where 
a product has been patented, the grant of  the compulsory licence 
may be reviewed by administrative authorities or even challenged 
by a third party if  the patent has been granted wrongly. A review or 
challenge, where successful, could cause the revocation of  the patent 

7 I Fergusson et al ‘The World Trade Organization: The Hong Kong Ministerial’ (2006) 
Congressional Research Service 25.



72   Chapter 3

and, in this case, the patent is open to public use and there is no need 
for a compulsory licence.8

iii. The patent may simply be invalid under national law as, for example, 
where national law does not allow for patenting of  new uses or second 
uses of  a known product – evergreening of  patents. The last situation 
is exemplified under Indian law (Box 1 below). TRIPS condones 
second patents if  the invention claimed in the second patent involves 
an important technical advancement (article 31(l)). Under Indian law 
the second claim for a patent should not merely be a discovery.

iv. Still, since IPRs are territorial, a country may not be designated in 
a patent protection coverage thus opening up for importation or 
manufacturing of  the generic version of  the patented product without 
the issuance of  a compulsory licence on the product in this country. 
That is why in addition to finding out the patent status of  a drug, the 
scope of  its territorial protection coverage must also be ascertained. 
Some examples clearly illustrate this point. 
• In 2004, the drugs procurement unit of  the Ghanaian Ministry 

of  Health requested ascertainment from ARIPO whether a list 
of  ARVs had ARIPO patents designating Ghana. It was revealed 
that of  a total of  16 ARVs for which the information was sought, 
only 7 had patents designating Ghana (Annexure 1). 

• In granting a government use licence, the Nigerian Federal 
Minister of  Health also proceeded with a determination of  the 
patent status of  the relevant drugs before granting the licence. 
In the instrument decreeing the licence, the list of  drugs with no 
patent coverage in Nigeria was included to avoid any equivocation 
(Annexure 3). Thus, generic versions of  those drugs could freely 
be manufactured or imported in Nigeria. 

• On 7 September 2005 Namibian Minister of  health and Social 
services issued a letter stating that ‘no patents have been 
registered with the Namibian patents office. As a result, Namibia 
is free to import any generic medicine from anywhere around the 
world without violating World Trade Organisation’s rules on the 
patents and intellectual property rights’ (Annexure 2). 

• Some countries such as Angola and Guinea Bissau simply issued 
certifications of  non-observance of  patents and data exclusivity 
on their respective territories.9 These countries can resort to 
compulsory licensing and they are free to parallel import patented 
medicines first put on sale abroad where they are sold cheaper. 

8 Third World Network (2003) Manual on Good Practices in Public-Health-Sensitive Policy 
Measures and Patent Laws 24.

9 See the example of  Angola at Annex 1 of  ch 6 of  this Reader.
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Reminder and question: A compulsory licence only comes into play where 
there is a subsisting valid patent over a product in question. It must be 
ordered via a valid instrument passed by the competent national authority 
or authorising agency. Which is this authority in your country?

Box 1. The Indian Patents (Amendment) Act 2005

According to WHO10 India ranks 4th in the world in production of  
pharmaceuticals by volume and is the world’s leading supplier of  
generic medicines, with 66.7 per cent of  its exports going to developing 
countries. In the case of  antiretroviral medicines to treat HIV, Indian 
generic production has slashed prices by as much as 98 per cent – from 
approximately US$10,000 per year to as little as US$140 per year for an 
initial three-drug combination.

Provisions for new-use or second-use patents, currently described in 
section 3(d) of  the Indian Patents Act – The Patents (Amendment) Act No 
15 of  2005. TRIPS does not require the granting of  additional patents for 
new uses or new dosage forms for known medicines. New use or second 
use patents do not reward or encourage true innovation; they will however 
increase the cost of  important medicines, compromise patient access, and 
extend monopolies over a longer period of  time. 

...

The Patents (Amendment) Act No 15 of  2005 

Amendment of section 3 

3. In section 3 of  the principal Act, for clause (d), the following shall be 
substituted, namely: 

…

(d) the mere discovery of  a new form of  a known substance which does 
not result in the enhancement of  the known efficacy of  that substance or 
the mere discovery of  any new property or new use for a known substance 

10 Press Release, Health gap global access project ‘Fact sheet: Changes to India’s Patents 
Act and Access to affordable Generic Medicines after January 1’ (2005) http://www.
healthgap.org/pressreleases/04/121404_HGAP_FS_ INDIA_ patent.pdf  (accessed 
20 March 2018). See also T Sirish ‘TRIPS and Human Rights: The case of  India’ 
(2010) 2 Jindal Global Law Review 138.
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or of  the mere use of  a known process, machine or apparatus unless 
such known process results in a new product or employs at least one new 
reactant. 

Explanation – For the purposes of  this clause, salts, esters, ethers, 
polymorphs, metabolites, pure form, particle size, isomers, mixtures 
of  isomers, complexes, combinations and other derivatives of  known 
substance shall be considered to be the same substance, unless they differ 
significantly in properties with regard to efficacy.

In most cases, pharmaceutical products are protected by a patent on 
the active ingredient (the main patent) and by a number of  patents 
on formulations, manufacturing processes, new indications, etcetera 
(secondary patents). It is therefore advisable to include all relevant 
patents in a compulsory licence to allow freedom to operate with the 
needed product or process. Otherwise, the use of  the invention under the 
compulsory licence may be blocked by allegations of  infringement of  
secondary patents.11

2.2.2 Possession/existence of  technological capacity and relevant  
 infrastructure12

The effective use of  compulsory licensing as a tool of  public policy 
presupposes that certain conditions be met.

i. There must be a party within the country granting the license that 
is able to exploit it, either by manufacturing the subject invention or 
importing it. This requires, inter alia, technical expertise and financial 
capital.

ii. If  local manufacturing is to be undertaken, there must be sufficient 
purchasing power among the population to justify investments 
undertaken by the party exploiting the license (or export opportunities 
must be available). If  the local population is small and/or poor, there 
may not be a consumer base adequate to provide an adequate return 
on investment – economies of  scale.

11 For the conditions of  concomitant use of  first and second patents over a product, 
process etcetera, see art 31(l) of  TRIPS. See also G Velásquez et al ‘Improving access 
to medicines in Thailand: The use of  TRIPS flexibilities’ (2008) 1 Report of  a WHO 
Mission http://www.wcl.american.edu/pijip_static/documents/who02152008.
pdf ?rd=1 (accessed 15 May 2011).

12 F Abbott ‘WTO TRIPS Agreement and its implications for access to medicines in 
developing countries’ (2002) 14 Commission on Intellectual Property Rights, Study Paper 2a.
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iii. The issuing government may act as the party exploiting the compulsory 
license (eg, for government use), and/or it may act as purchasing 
agent on behalf  of  the population acquiring the exploited invention. 
In either case, the government will require technical expertise and 
financial resources. 

iv. Legal and political infrastructure must be in place to permit the 
granting and supervision of  the license.

2.2.3 Ascertainment of  the scope of  compulsory licence

There are three compulsory licensing scenarios that reveal the full scope 
of  the measure. 

a. Manufacture through government use. This obtains when government 
assigns the right to manufacture a patented product to a government 
agency or department or private company such as a contractor or sub-
contractor. This is allowed under article 31 of  the TRIPS Agreement 
but it should be for a public non-commercial use and no prior 
negotiation for a voluntary licence is required just as in the situations 
of  national emergency or other circumstances of  extreme urgency. 
There is equally no requirement to seek the patent holder’s permission 
or consent or even to inform him about the measure before. But the 
patent holder should be ‘informed promptly’ of  the measure. In any 
case, the patent right holder should be paid adequate remuneration by 
the manufacturer under the government use.

b. Compulsory licence for local manufacture. Government can deem it 
necessary to grant a compulsory licence to a private foreign or local 
company or NGO to work a patent locally by manufacturing the 
patented product locally to meet local demand because the patent is not 
worked (failure to work) unjustifiably or is insufficiently worked. This 
measure can ensure access to affordable medicines but the ability of  
private producers to apply for the licence and obtain it to manufacture 
generic drugs is crucial no less than the long-term sustainability of  
the domestic pharmaceutical industry. In the case of  the grant of  a 
compulsory licence to a private foreign or local company or NGO, 
prior negotiation on reasonable commercial terms and conditions to 
obtain a voluntary licence is required. It is when such efforts have not 
been successful within a reasonable period of  time that the other party 
can resort to a compulsory licence. However, under article 31(b) of  
TRIPS, this condition of  prior negotiation is not required in the case 
of  a national emergency and situations of  extreme urgency.

c. Compulsory licence in situations of  national emergency and extreme urgency. 
As seen under the first scenario, there may be no need to enter prior 
negotiations as a pre-grant condition of  a compulsory licence, to 
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allow local production of  a patented product. The determination of  
national emergency and extreme urgency situations is the premise 
of  the authority decreeing the measure. The Doha Declaration now 
empowers states to determine any ground for compulsory licence 
and what constitutes national emergency and extreme urgency as 
grounds thereof. However, as earmarked earlier, these rights and 
freedoms under the Doha Declaration do not mean that compulsory 
licences are not regulated. States have to fulfil certain procedures and 
criteria in order to grant a non-voluntary licence. The Declaration 
emphasises that tuberculosis, malaria and other epidemics can 
represent a national emergency or other circumstances of  extreme 
urgency. As in the first two scenarios, the patent right holder must 
be notified of  this measure ‘as soon as reasonably practicable’. So, in 
cases of  public non-commercial use, there is an obligation to promptly 
notify the right holder; but in cases of  national emergency or urgency, 
this notification is only required as soon as reasonably practicable. 
It is also important to note that in national emergency and other 
circumstances of  extreme urgency situations, the patent holder must 
be paid adequate compensation (article 31(h) TRIPS).

In respect of  all three scenarios, the August 2003 system now article 31bis, 
offers the possibility for granting a compulsory licence for the manufacture 
of  the patented product abroad; that is, in the willing foreign country 
having the requisite technological capacity (exporting country). 

The use of  compulsory licensing measures by African countries so far 
is commendable, but two things can be noted:

• The August 2003 Decision of  the Council of  TRIPS formulated 
pursuant to paragraph 6 of  the Doha Declaration to correct the 
article 31(f) problem of  technological capacity and economies of  
scale,13 was hardly used. As indicated earlier on in this chapter (and 
later in chapter 5) only Rwanda was a registered user of  the system 

13 Initially, this waiver was the Decision of  the General Council of  TRIPS of  30 August 
2003 to implement para 6 of  the Doha Declaration. It should be recalled that the said 
para 6 instructed the General Council of  TRIPS to find a solution to the inherent 
difficulty in art 31(f) of  TRIPS – the absence of, or insufficient manufacturing capacity 
of  LDCs, which rendered them incapable of  resorting to compulsory licensing. The 
waiver in the 30 August 2003 Decision was temporal but was made permanent in 
2005 by a further General Council of  TRIPS Decision (at the Hong Kong Ministerial), 
establishing a Protocol to amend the TRIPS Agreement. In effect, the Protocol 
introduced the transformation of  the waiver into a clarification and modification 
of  TRIPS art 31(f), culminating in an extension thereof  known as art 31bis. The 
amendment became effective on 23 January 2017 when the requirement of  two-thirds 
acceptance of  the amendment by WTO members was attained.
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as importing country once (2007) to procure drugs from a generic 
manufacturer in Canada.

• The use of  compulsory licensing has been limited to ARVs for HIV/
AIDS, meanwhile the disease burden in Africa and other developing 
and LDCs is not limited to this ailment. It would be recalled that 
paragraph 1 of  the Doha Declaration specifically adopts an inclusive 
scope for diseases: ‘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’. Whereas the pre-Doha negotiation documents show 
that the African Group led by Zimbabwe,14 which initiated the 
Declaration, resisted attempts by some developed countries to limit 
the Declaration to HIV/AIDS, tuberculosis, malaria. It is surprising 
therefore that African countries have been limiting compulsory 
licensing on HIV/AIDS related medicines and not those for other 
diseases.

Several countries initially welcomed to the 30 August 2003 Decision. 
But by 2015, only a limited number actually adopted specific legislation 
to implement it either as exporter (Canada, India, the European Union, 
United Kingdom, Iceland, Australia, China, New Zealand, Greece, Oman, 
Israel, Vietnam, Taiwan); or as both importer and exporter (Tanzania (but 
applicable only to Zanzibar), Botswana, South Korea, Philippines; or as 
importer (Singapore, Brunei, Samoa).15

3 Parallel importation

Parallel import is the import and resale in a country, without the consent 
of  the patent holder, of  a patented product that has been legitimately put 
on the market of  the exporting country under a parallel patent. In other 
words, it is the purchase of  a patented medicine from a lawful source in 
an exporting country and its importation without seeking the consent of  
the parallel ‘patent’ holder in the importing country. Since some patented 
products are sold at different prices in different markets, the rationale 
of  parallel importation is that it enables the importation of  a patented 
product from a country where it is sold at a lower price, into a country 
where the same patented product is being sold at a higher price.16 Parallel 

14 The developing countries included the African Group were: Bangladesh, Barbados, 
Bolivia, Brazil, Cuba, Dominican Republic, Ecuador, Haiti, Honduras, India, 
Indonesia, Jamaica, Pakistan, Paraguay, Philippines, Peru, Sri Lanka, Thailand, and 
Venezuela.

15 R Kampf  (2015) Compulsory Licenses for export of  medicines: Key features for WTO members’ 
implementing legislation 21.

16 TWN (n 8) 37.
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importation operated through the doctrine of  exhaustion of  rights as 
discussed in chapter 3 of  this Reader and Boxes 2, 3, 5 and 6 below.

At first sight, that is, under trade and competition law, parallel 
importation may distort and impede trade but under IP law, it is perfectly 
allowed. Consequently, it is a powerful and less cumbersome tool than 
a compulsory license to achieve access to medicines. It is indeed, a 
counteracting measure to anti-trading (competition) practices and stiff  IP 
protection measures which impede access to medicines. Besides, as seen 
before, article 8.1 of  TRIPS together with paragraph 4 of  the Declaration 
encourages WTO members to adopt measures that are supportive of  
public health in their national laws. This is therefore a leeway for the 
consideration of, and adoption of  parallel importation within national law 
to ensure access to medicines. 

A central issue in parallel importation is how to shop for the cheapest 
sales price abroad. The very essence of  encouraging parallel importation 
is to obtain the same goods at a cheaper price in a foreign market where 
they have been put on sale. It is necessary for the importing country to 
know the different selling prices on the different markets abroad. This 
may be difficult. However, the Recommendations for the Implementation 
of  revised Guideline 6 of  the International Guidelines on HIV/AIDS 
and Human Rights provide headway. They provide, amongst other 
Recommendations that: ‘States should collaborate with non-governmental 
organizations, intergovernmental organizations, and United Nations 
bodies, agencies and programmes in creating, maintaining and expanding 
international, publicly accessible sources of  information on the sources, quality 
and worldwide prices of  medicines, diagnostics and related technologies for 
the preventive, curative and palliative care of  HIV and AIDS and related 
opportunistic infections and conditions […]’.17

17 See n 1.
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Box 2. Parallel importation 

WHO (2004) Determining the Patent Status of  Essential Medicines in Developing 
Countries. Health, Economics and Drugs, EDM Series No 17 (WHO/
EDM/PAR/2004.6) p 17

…

How to overcome patent barriers in procurement activities aimed at 
accessing medicines at the lowest possible price

…

b. Parallel importation 

‘Parallel importation’ refers to the import and resale in a country, without 
the consent of  the patent holder, of  a patented product that has been 
legitimately put on the market of  the exporting country. The sale of  
the patented medicine in the exporting country is deemed to ‘exhaust’ 
the patent holder’s right in the importing country. Parallel importation 
in general refers to the import of  the branded product and can be useful 
when the patent holder has put the product on the market elsewhere at 
a lower price. A country that allows parallel importation from any other 
country has an ‘international exhaustion regime’. A country adopting a 
‘regional exhaustion regime’ would only allow parallel importation from 
other countries that are members of  the same regional trade agreement 
or arrangement. An international exhaustion regime will be more helpful 
than a regional exhaustion regime in this respect as prices within a region 
will probably be similar. Paragraph 5(d) of  the Doha Declaration clarified 
the fact that countries are free to determine their exhaustion regimes:

The effect of  the provisions in the TRIPS Agreement that are relevant to the 
exhaustion of  intellectual property rights is to leave Member free to establish 
its own regime for such exhaustion without challenge, subject to the MFN 
and national treatment provisions of  article 3 and ‘

There are no procedural or remuneration requirements in the case of  
parallel importation. The extent to which importation is possible depends 
on the regime of  exhaustion adopted in the national legislation (although 
the marketing of  the product will be subject to national drug regulatory 
requirements).
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3.1  Embodiment of parallel importation under TRIPS

The authorisation to resort to parallel imports could be read in a number 
of  TRIPS provisions and the Doha Declaration.

• The TRIPS Agreement does not prohibit parallel importation; it 
does not expressly provide for it nor deny it but says in article 6 that 
‘[…] any Member can determine the extent to which the principle 
of  exhaustion of  rights is applied in its own jurisdiction, without 
breaking any obligation under the Agreement’. This means that 
parallel importations through the doctrine of  exhaustion are allowed. 

• Article 28 of  TRIPS defines the scope of  exclusive rights conferred 
under a patent. While defining the scope of  a product patent, there 
is an explanatory footnote on ‘importing’ which subjects importing 
to exhaustion of  rights in article 6. The footnote states: ‘This right, 
like all other rights conferred under this Agreement in respect of  the 
use, sale, importation or other distribution of  goods, is subject to the 
provisions of  article 6’. This means that in as much as the patent 
holder has exclusive rights over patent against unauthorised ‘making, 
using, offering for sale, selling, or importing for these purposes that 
product’, a WTO member is not bound under national law to extend 
that exclusive right to importation of  the product. Consequently, in 
an international exhaustion context, the patent holder loses his or its 
rights after a first sale of  the product abroad and cannot challenge or 
prevent its importation into the national market by an unauthorised 
party. This means, for example, that if  country X does not extend 
exclusive rights to importations of  the products, the patent holder 
cannot prevent a third party from importing the patented product. 
Accordingly, a seller in country X can import the product from 
country Y where it is sold cheaper into country X because the patent 
holder’s right has been exhausted on the first sale of  the product in the 
market in country Y – international exhaustion.

• Parallel importation through exhaustion of  rights is one of  the 
exceptions that may be inferred from the exceptions to patents rights 
allowed under article 30 of  TRIPS. Consequently, it is a legitimate 
basis for access to medicines at affordable prices to benefit large 
numbers of  persons in Africa, without tampering with the patent 
holder’s profit margins since he must have already reaped benefit 
from the first sale. Parallel imports therefore, do not interfere with the 
patentee’s right to remuneration, so that there is a balance between the 
mutual interests of  producers and users of  IP products in the sense of  
article 7 of  TRIPS. 

• Further, article 51 of  TRIPS deals with border measures to prevent 
the importation of  counterfeited and pirated goods and as in the case 
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of  article 28, there is an exempting footnote. This footnote states that 
WTO members are not obliged to employ such measures in the case 
of  goods first put in a foreign market: ‘It is understood that there 
shall be no obligation to apply such procedures to imports of  goods 
put on the market in another country by or with the consent of  the 
right holder, or to goods in transit’. This means that goods may be 
parallel imported through international exhaustion and would neither 
be considered as counterfeited or pirated goods. Consequently, they 
would not be subjected to the preventive border measures under 
article 51. 

• Lastly, the Doha Declaration provides that the effect of  recognising 
exhaustion of  intellectual property rights under the TRIPS Agreement 
is to leave each member free to establish its own regime for such exhaustion 
without challenge, subject to the MFN and national treatment 
provisions.18 This means that WTO members are free to resort to 
parallel imports through exhaustion of  rights and they are equally 
free to choose the necessary regime of  exhaustion to enable the 
parallel import, which is either international exhaustion or regional 
exhaustion. 

Box 3. Examples of international exhaustion provisions in 
national laws

Argentina: Patent Law No 24.481 of  1995

Article 36.c provides that the rights conferred by a patent shall have no 
effect against ‘any person who … imports or in any way deals in the 
product patented or obtain by the patented process once the said product 
has been lawfully placed on the market in any country; placing on the 
market shall be considered lawful if  it conforms to Section 4 of  Part III of  
the TRIPS Agreement’.

South Africa: Medicines and Related Substances Control Act No 101 
of  1965 (as amended by the Medicines and Related Substances Control 
Amended Act 1997

Section 15C inserted by the 1997 Amended Act provides that ‘(the 
minister may prescribe conditions for the supply of  more affordable 
medicines in certain circumstances so as to protect the health of  the 
public, and in particular may:

18 Para 5(d). Emphasis added.
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a. Notwithstanding anything to the contrary contained in the Patents 
Act, 1978 (Act No 57 of  1978), determine that the rights with regard 
to any medicine under a patent granted in the Republic shall not 
extend to acts in respect of  such medicine which has been put onto 
the market by the owner of  the medicine, or with his or her consent;

b. Prescribe the conditions o which any medicine which is identical 
in composition, meets the same quality standard and is intended to 
have the same proprietary name as that of  another medicine already 
registered in the Republic, but which is imported by a person other 
than the person who is the holder of  the registration certificate of  
the medicine already registered and which originates from any site of  
manufacture of  the original manufacturer as approved by the council 
in the prescribed manner, may be imported;

c. Prescribe the registration procedure for, as well as the use of, the 
medicine referred to in paragraph (b).

Malaysia: Patent Act 1983, as amended by patents (Amendment) Act 
2000

Section 58A: Acts deemed to be non-infringement

1. it shall not be an act of  infringement to import, offer to sale (sic), sell 
or use:
a. Any patented product; or
b. Any product obtained directly by means of  the patented process 

or to which the patented process has been applied, which is 
produced by, or with the consent, conditional or other-wise, of  
the owner of  the patent or his licensee.

2. For the purposes of  this section, ‘patent’ includes a patent granted in 
any country outside Malaysia in respect of  the same or essentially the 
same invention as that for which a patent is granted under this Act.

3.1.1 Preferred regime of  exhaustion for parallel importation

There are three regimes of  exhaustion: international, regional and 
national. However, parallel importation can only be achieved through the 
first two. Evidently, the international exhaustion regime is the best of  the 
options because it ensures the widest possible access to medicines than 
regional exhaustion. It is therefore, highly recommended for middle and 
low income countries. The revised 1999 OAPI (Organisation Africaine de 
la Propriété Intellectuel) Bangui Agreement, for example, adopts regional 
exhaustion but this is not helpful to countries of  the region. At best, it 
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is controversial and considered to be one of  the ‘TRIPS plus’ provisions 
under the Agreement. Yet, this 1999 Bangui Agreement is supposedly, 
and was intended to be TRIPS compliant in its ‘revised’ status. The Doha 
Declaration clarified article 6 of  TRIPS on exhaustion of  rights stating 
that WTO members are free to choose the regime of  exhaustion of  rights. 
Consequently, in adopting measures supportive of  public health pursuant 
to article 8 TRIPS and paragraph 4 of  the Doha Declaration, it would 
have been wholly beneficial for OAPI countries to adopt the international 
regime of  exhaustion, which affords the widest possible framework for 
importing the cheapest patented medicines from out of  the region. In a 
conference report by Suerie Moon of  Médecins Sans Frontières, the OAPI 
regime of  regional exhaustion was considered as a TRIPS plus standard 
and an obstacle to accessing essential medicines at affordable prices in the 
OAPI region (Box 4). 

Box 4. Impact of regional exhaustion under the revised OAPI 
Bangui Agreement

Bangui Agreement

…

Article 8

1. The rights deriving from the patent shall not extend 

a. to acts in relation to subject matter brought on to the market on 
the territory of  a member State by the owner of  the patent or with 
his consent;

...

(Excerpt from S Moon ‘Implementation of  the Doha Declaration on the 
Trips Agreement And Public Health: Technical Assistance – How to Get 
it Right’ (28 March 2002) Conference Report: International Conference 
Centre of  Geneva (CICG) 3)

…

Case study: Bangui 1999 

Catherine Gavin, legal advisor to MSF, presented the Bangui Agreement 
of  the African Organisation of  Industrial Property (OAPI) as a case study 



84   Chapter 3

of  WIPO technical assistance. The original 1977 Bangui Agreement, 
which is binding on all 16 West African Member States of  OAPI, was 
revised in 1999 with the participation of  WIPO and the French IP office. 
This process resulted in what Gavin termed ‘TRIPS plus plus plus’ – that 
is, IP protection that was much stronger than the minimum level required 
by TRIPS. For example, Bangui ’99 allows parallel importing only among 
Member States, despite the fact that medicines can often be found at 
lower prices outside the OAPI region. Gavin presented data showing 
that one tablet of  GlaxoSmithKline’s Combivir, a one-pill combination 
of  the two antiretrovirals AZT and 3TC, costs US$1.96 in Togo and 
US$0.94 in Senegal (lowest price within OAPI region), but only US$0.65 
in India. TRIPS does not govern countries’ use of  parallel importation, 
as was clarified in paragraph 5(d) of  the Doha Declaration. Therefore, 
Togo should be allowed to import Combivir from India; however, under 
Bangui ’99 it is restricted to importing from Senegal – at a price that is 
45 per cent higher than in India. In addition, Bangui ‘99 does not allow 
compulsory licensing for imports and has extended patent protection on 
pharmaceuticals from 10 to 20 years. In this way, it pushed 12 Member 
States that are considered least-developed countries (LDCs) to comply 
with TRIPS many years before it is required. At the time Bangui was 
revised, LDCs had until 2006 to become TRIPS-compliant; Doha granted 
them a further extension … 

…

3.2 Effectiveness of parallel importations: lingering concerns

Just how efficient is parallel importation in procuring quality and affordable 
medicines is the issue here. Parallel importation of  medicines undoubtedly 
improves access to medicines. The very essence of  the mechanism in 
an access to medicines context, is to break the barriers mounted by the 
patenting and other accompanying practices such as unfair trading and 
failure to work. Parallel imports enable the procurement and supply of  
medicines from cheaper sources to feed low income markets. 

However, it is sometimes assumed that parallel imported goods rather 
facilitate and encourage counterfeited or pirated goods which may not be 
of  good quality, thus endangering the lives of  persons. The excerpts in 
the Boxes below (5 and 6) consider some of  the discussions on parallel 
importation mentioned under this section. These discussions stand to 
contradict the allegations by Rozek and Berkowitz, when both authors 
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hold amongst other arguments against parallel importation in Box 7 below 
that: 

Parallel trade increases the possibility that substandard and counterfeit 
products may enter a country. This trade creates extra costs for the government 
agencies responsible for regulating the pharmaceutical industry … When 
parallel trade occurs, the innovator is denied income from other markets 
where, in the absence of  parallel trade, it is able to sell its products at higher 
prices and thus fund additional R&D … The primary beneficiary is the entity 
responsible for the transfer of  the product from the low-price country to the 
high-price country or the ‘parallel trader … If  the low price is merely a signal 
to a parallel trader to divert the drug from the intended patients to countries 
where higher prices exist, consumers in the low-price country are harmed.

Box 5.

TWN (year) Manual on Good Practices in Public-Health-Sensitive 
Policy Measures and Patent Laws 39-41

Parallel importation can be an important tool for access to affordable 
medicines since the system operates on the basis of  price differentiations in 
different markets. The differences may be as result of  markets conditions 
bases on differences on IP rules, income levels, and competition among 
producers. Where there is little competition (between producers) or an 
operative monopoly, pries can be high irrespective of  income levels and 
this would certainly affect access to medicines in a poor country. Through 
parallel importation, countries can scan the international or regional 
market, as the case may be, and import from the where the patented 
product is cheaper. However, national law must permit such importation 
by opting either for regional and/or international regime of  exhaustion of  
rights under the doctrine of  first sale. 

A typical provision in national allowing parallel importation would 
hardly use the terms ‘parallel imports’ or ‘importation’ or ‘exhaustion 
of  rights’ but would generally refer to goods or products placed in other 
markets or in the market in any other country for example. A typical 
provision would therefore read:

A patent shall have not have the right to prevent the acts of  importation of  any 
product covered by a patent that has been put on the market in any country by 
the patent holder or by any party authorised to use the patent.
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The adoption of  an international regime of  exhaustion under national 
law is ideal to enable a wide possibility to accessing medicines through 
parallel imports. The flexibility of  parallel importation read through the 
principle of  exhaustion does not automatically applicable in member 
states and must be allowed in national law through specific provisions. 
It is also recommended that unnecessarily restrictive formulations in this 
regard which could have a restrictive effect on the international exhaustion 
regime should be avoided. An example is a provision which requires 
the ‘express consent’ of  the patent holder before a patented product is 
imported (TWN 41).it should be remarked that the essence and basis of  
the principle of  exhaustion is more one of  reward, that is the patent holder 
has been rewarded after the first sale and for this, his rights have been 
exhausted – reward theory – and not very much because he has consented 
– consent theory.

The model provision above enables parallel importation of  three 
categories of  patented products:

1. patented products have been placed on the market by the patent 
holder;

2. patented products have been placed on the market by the authorised 
agents of  the patent holder; and

3. Patented products have been produced and placed on the market by 
compulsory licensee.

Whilst the first two situations are not in question, some doubts have been 
raised as to whether patented products placed on the market placed on the 
market by a licensee can be parallel imported.

It has been argued that in the case of  a patented product produced and 
marketed under a compulsory license, the rights of  the patent holder have 
been exhausted, as there has been no consent given by the patent holder 
for the production and eventual placing on the market. Proponents of  this 
‘consent theory’ have thus argued that parallel import in this case is not 
allowed.

The alternative view, which espouses the ‘reward theory’ in relation to 
exhaustion of  rights, holds that parallel importation of  patented products 
and marketed under a compulsory licence is allowed. The reward theory 
is premised on the fact that since the patent holder has been rewarded 
through the first sale or distribution of  the product, the patent holder has 
no right to control the use or resale of  the product put on the market with 
the patent holder’s consent or in an otherwise authorized form.
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Therefore, the issue is not much consent (of  the patent holder in 
the placing of  the product on the market) but rather whether the patent 
holder has been rewarded for the use of  his patent. In the case of  patented 
products produced and placed o the market under a compulsory licence, 
the patent holder would have received compensation from the compulsory 
licensee (as a condition of  the issue of  the compulsory licence). Hence, the 
patent holder would have been duly rewarded for the use of  his patent.

Box 6.

UNCTAD (year) Resource Book 92-94, 104-108

5: Exhaustion of rights

TRIPS Agreement article 6 

Exhaustion

For the purposes of  dispute settlement under this Agreement, subject to 
the provisions of  articles 3 and 4 nothing in this Agreement shall be used 
to address the issue of  the exhaustion of  intellectual property rights.

Paragraph 5 of the Doha Declaration on the TRIPS agreement 
and public health

5. Accordingly and in the light of  paragraph 4 above, while maintaining 
our commitments in the TRIPS Agreement, we recognize that these 
flexibilities include:

…

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.

1. Introduction: Terminology, deffinition and scope

Article 6 addresses the exhaustion of  intellectual property rights. The 
concept of  exhaustion plays an enormously important role in determining 
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the way that intellectual property rules affect the movement of  goods and 
services in international trade.

An intellectual property right, such as patent, trademark or copyright, 
is typically defined in terms of  rights granted to the holder to prevent 
others from making use of  it. For example, a patent grants to an inventor 
the right to prevent others from making, using, selling, offering for sale, 
or importing the invention without his or her consent. The trademark 
grants to its holder the right to prevent others from using a protected sign 
on identical or similar goods where such use is likely to cause consumer 
confusion. The copyright grants to its holder the right to prevent others 
from reproducing or distributing the work.

The doctrine of  exhaustion addresses the point at which the IPR 
holder’s control over the good or service ceases. This termination of  
control is critical to the functioning of  any market economy because it 
permits the free transfer of  goods and services. Without an exhaustion 
doctrine, the original IPR holder would perpetually exercise control over 
the sale, transfer or use of  a good or service embodying an IPR, and would 
control economic life.

An IPR is typically exhausted by the ‘first sale’ (US doctrine) or ‘placing 
on the market’ of  the good or service embodying it. The basic idea is that 
once the right holder has been able to obtain an economic return from the 
first sale or placing on the market, the purchaser or transferee of  the good 
or service is entitled to use and dispose of  it without further restriction.

As illustration, consider a can of  soda labelled with the famous ‘Coca-
Cola’ trademark. Because the Coca-Cola Company holds rights to that 
mark, it may prevent others from first selling the can of  soda without its 
consent. If  you buy the can of  soda from an authorized first seller, the 
Coca-Cola Company’s right in its trademark is exhausted, and it cannot 
prevent you from drinking the soda, or from giving or selling the can of  
soda to someone else. The trademark holder has lost its right to control 
further disposition of  the product. Your purchase of  the can of  Coca-Cola 
does not authorize you to begin making your own cans of  Coca-Cola, 
or licensing the mark to others. In other words, the first sale does not 
grant you rights in the trademark, but rather it extinguishes the Coca Cola 
Company’s entitlement to control movement of  that particular can of  
soda.

From the standpoint of  the international trading system, the focus 
of  the exhaustion question is whether it operates on a national, regional 
or international basis. IPRs are typically granted by national authorities. 
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With the grant of  an IPR, the patent, trademark or copyright holder 
obtains a ‘bundle of  rights’ that it may exercise within the territory of  the 
granting authority. When a good or service is first sold or marketed in a 
country, this exhausts the IPR embodied in it. Yet the same IPR holder 
may hold equivalent or ‘parallel’ rights in many countries. The Coca-Cola 
Company, again for illustrative purposes, may hold trademark registrations 
for the Coca-Cola mark in every country of  the world.

 A country may choose to recognize that exhaustion of  an IPR occurs 
when a good or service is first sold or marketed outside its own borders. 
That is, the first sale or marketing under a ‘parallel’ patent, trademark or 
copyright abroad exhausts the IPR holder’s rights within that country. If  
exhaustion occurs when a good or service is first sold or marketed outside 
a country, the IPR holder within the country may not oppose importation 
on the basis of  its IPR. The importation of  a good or service as to which 
exhaustion of  an IPR has occurred abroad is commonly referred to as 
‘parallel importation’, and the goods and services subject to such trade 
are commonly referred to as ‘parallel imports’. Since goods and services 
subject to exhaustion of  IPRs are exported as well as imported, the subject 
matter of  trade in such goods is commonly referred to as ‘parallel trade’.

If  a country recognizes a doctrine of  ‘national’ exhaustion, an IPR 
holder’s right to control movement of  a good or service is only extinguished 
by the first sale or marketing of  a good or service within the territory of  
that country. If  a country recognizes a doctrine of  ‘regional’ exhaustion, 
an IPR holder’s right to control movement is extinguished when a good or 
service is first sold or marketed in any country of  the region. If  a country 
recognizes a doctrine of  ‘international exhaustion’, an IPR holder’s right 
to control movement is extinguished when a good or service is first sold or 
marketed anywhere in the world.

The flow of  goods and services across borders is significantly affected 
by the exhaustion doctrine that WTO Members choose to adopt. Under 
a doctrine of  international exhaustion, goods and services flow freely 
across borders after they have been first sold or placed on the market under 
certain conditions anywhere in the world. Under a doctrine of  national 
exhaustion, the movement of  goods and services may be blocked by 
IPR holders. Under national exhaustion, IPR holders have the power to 
segregate markets. 

There is considerable debate concerning whether granting IPR holders 
the power to segregate markets is good or bad from various perspectives 
– economic, social, political and cultural. From the standpoint of  those 
favouring open markets and competition, it may appear fundamentally 
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inconsistent to permit intellectual property to serve as a mechanism to 
inhibit trade. Yet IPR holders argue that there are positive dimensions to 
market segregation, and corollary price discrimination.

During the GATT TRIPS negotiations, there was fairly extensive 
discussion of  the exhaustion issue, but governments did not come close 
to agreeing upon a single set of  exhaustion rules for the new WTO. They 
instead agreed that each WTO Member would be entitled to adopt its 
own exhaustion policy and rules. This agreement was embodied in article 
6, precluding anything in that agreement from being used to address the 
exhaustion of  rights in dispute settlement, subject to the TRIPS provisions 
on national and MFN treatment.

…

3. Possible interpretations

Interpretation of  article 6 is among those aspects of  TRIPS that have been 
most intensively discussed and written about. There are two main areas 
of  controversy, although one of  these has been definitively resolved by 
the Doha Declaration on the TRIPS Agreement and Public Health (see 
discussion below).

‘For the purposes of  dispute settlement under this Agreement […]’

The first clause refers specifically to ‘dispute settlement under this 
Agreement’. Rights in intellectual property may have effects in other 
areas of  WTO regulation. For example, technology protected by IPRs 
may be part of  a technical standard that is regulated by the Agreement 
on Technical Barriers to Trade (TBT Agreement). The conformity of  a 
technical standard with the TBT Agreement may be challenged in dispute 
settlement. The plain language of  article 6 suggests that rules of  TRIPS 
might be used to address an exhaustion of  IPRs issue in dispute settlement 
under the TBT. Moreover, the question of  exhaustion is intricately 
connected with the free movement of  goods, as recognised early on by 
the European Court of  Justice. An IPR may have the same effects as a 
quota. There is a possibility for a Member to assert that a rule of  national 
exhaustion that permitted IPRs holders to block importation of  goods is 
inconsistent with article XI, GATT 1994, that provides:

1. No prohibitions or restrictions other than duties, taxes or other charges, 
whether made effective through quotas, import or export licences or 
other measures, shall be instituted or maintained [. . .]
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The plain language of  article 6 appears to allow a GATT panel to 
evaluate an IPR as a measure with the equivalent effect of  a quota. This 
possibility is acknowledged by several leading TRIPS experts who were 
closely involved in the Uruguay Round negotiations. 

Other TRIPS experts have argued that the Agreement constitutes a 
‘lex specialis’ or self-contained set of  rules applicable to IPRs and trade 
regulation, and that the exhaustion question could not be examined by a 
GATT panel. There is no WTO DSB jurisprudence on this issue, and for 
the time being the subject matter is open. However, the Appellate Body 
has placed great reliance on the plain language and meaning of  the WTO 
Agreements, and the plain meaning certainly appears to support the view 
that the issue of  exhaustion and relevant TRIPS rules could be examined 
in a dispute under an agreement other than TRIPS.

Another aspect of  the first clause is that it is directed to WTO dispute 
settlement, and so does not directly preclude actions before national courts 
on exhaustion issues. This limitation was argued by certain Members 
and their industry groups to be synonymous with saying that Members 
are not permitted to adopt their own policies and rules on the subject of  
exhaustion, but rather that rules on this subject are established by TRIPS. 
Most prominently, pharmaceutical industry associations argued that 
article 28, TRIPS Agreement, establishing the rights of  patent holders, 
including to prevent importation, precluded adoption of  an international 
exhaustion policy in the field of  patents.

The argument that TRIPS precludes Members from adopting their 
own policies and rules on the subject of  exhaustion is inconsistent with 
the terms of  the Agreement, the practice of  WTO Members, and the 
negotiating history of  the Agreement. 

Article 6 says that the rules of  the Agreement may not be used to 
address the subject of  exhaustion for purposes of  WTO dispute settlement. 
This suggests that the rules of  the Agreement may be used to address 
the subject in national court proceedings. It does not, however, say that 
Members are restricted in their choice of  exhaustion policies, and these 
are very different matters. 

Article 28, for example, grants patent holders the right to prevent 
third parties from importing patent protected goods without their consent. 
It does not, however, prescribe a rule as to how their consent will be 
determined. In Members that have adopted a rule of  national exhaustion, 
consent only exhausts rights as to goods placed on the market within 
the territory of  that Member. In Members that have adopted a rule of  
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regional exhaustion, consent affects goods placed on the market in any 
Member within the regional group. In Members that have adopted a rule 
of  international exhaustion, consent affects goods placed on the market 
anywhere in the world. TRIPS does not prescribe a rule regarding the 
geographic basis on which consent is determined, and clearly allows for 
international exhaustion.

Footnote 6 to article 28, TRIPS Agreement, provides: ‘This right, like 
all other rights conferred under this Agreement in respect of  the use, sale, 
importation or other distribution of  goods, is subject to the provisions of  
article 6’. This indicates that the right of  importation granted to patent 
holders under article 28 may not be used to address the subject matter 
of  exhaustion in dispute settlement under TRIPS. In other words, no 
Member may be challenged in the WTO for adopting an international 
exhaustion rule based on the word ‘import’ in article 28. 

At the time TRIPS was negotiated, GATT Contracting Parties applied 
different rules of  exhaustion, often varying with the field of  IPR protection. 
There is no suggestion in the negotiating history of  the TRIPS Agreement 
that Members reached agreement on uniform exhaustion rules at the time 
of  its conclusion. Moreover, as noted later, since TRIPS entered into force, 
Members have continued to adopt and apply different exhaustion policies.

If  there was any doubt whether article 6 prevents Members from 
adopting their own policies and rules on the subject of  exhaustion of  
IPRs, this doubt was firmly eliminated by paragraph 5(d) of  the Doha 
Declaration on the TRIPS Agreement and Public Health, which provides:

(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.

The express recognition that Members may establish their own 
exhaustion regime does not, however, resolve all interpretative issues 
under article 6. The main question remaining ‘on the table’ involves 
whether Members must limit their recognition of  the basis for exhaustion 
to IPR protected goods or services placed on the market with the ‘consent’ 
of  the right holder.

IPRs generally confer on right holders the right to prevent others from 
taking acts in relation to the IPR, such as selling an IPR protected product. 
The rationale behind basing exhaustion on the consent of  the right holder 
is that the right holder has voluntarily surrendered its right to prevent the 
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undertaking of  the relevant act. Once the right holder ‘consents’, it may 
no longer ‘prevent’. The concept of  exhaustion of  IPRs is that the right 
holder is not granted a perpetual or indefinite right of  consent, but rather 
a limited right.

IPR holders may suggest that limiting or interfering with their right to 
consent is a violation of  fundamental rights in property. Since exhaustion 
signals an end to control over the good or service protected by the IPR, to 
exhaust without consent is an impermissible taking of  rights in property. 

Governments do not, however, confer absolute rights in IPRs. All 
IPRs are subject to exceptions in the public interest. Some exceptions are 
potentially more intrusive than others. 

One circumstance that is often suggested as a basis for exhaustion 
without the consent of  the IPRs holder is compulsory licensing. TRIPS 
acknowledges that governments may grant compulsory licenses, and 
establishes controls on terms and processes involved in granting them. 
Some TRIPS experts take the view that the first sale or marketing of  an 
IPR protected good exhausts the IPR in the same manner as consent to the 
first sale or marketing, and that WTO Members may adopt international 
exhaustion rules that recognise compulsory licensing as the basis for 
exhaustion. Other TRIPS experts take the view that consent of  the 
IPR holder is the only acceptable basis for an international exhaustion 
policy. The latter view is largely rooted in the concept of  territoriality. 
The suggestion is that IPR holders outside the Member that grants a 
compulsory license should not have their right to prevent a first sale (that 
is, their ‘property right’) affected by that Member’s decision. To allow one 
Member to make exhaustion decisions that affects other Members would 
place too much power in the hands of  the first Member.

Although allowing international exhaustion based on compulsory 
licensing does place power in the hands of  the granting Member, since 
TRIPS permits each Member to determine its own policy and rules on 
the exhaustion issue, it is not clear why there is a threat to importing 
Members. They are not required to recognize compulsory licensing as the 
basis for exhaustion, but they may do so.

A liberal approach to international exhaustion would recognize the 
‘lawful’ or ‘legitimate’ placing of  IPR protected goods or services on the 
market anywhere in the world as exhausting the right of  importation. As 
noted earlier, there are exceptions to IPR protection other than provided 
by compulsory licensing, such as those recognised under article 30, TRIPS 
Agreement. Consider a product placed on the market in the European 
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Community under a so-called prior user’s exception to patent rights. The 
prior user of  the invention acts without the consent of  the patent holder, 
but the goods placed on the market are treated for internal market purposes 
just as if  the patent holder had authorized the marketing. Should WTO 
Members outside the EC be required to differentiate in their exhaustion 

policies as between goods first marketed by the patent holder and goods 
first marketed by the prior user?

The text of  article 6 does not provide a definitive answer to the scope 
that Members may give to their doctrine of  exhaustion, and this may argue 
in favour of  allowing recognition of  compulsory licensing, for example, as 
a basis.

Although article 6 provides that nothing in TRIPS should be used to 
address exhaustion of  IPRs, it does not define ‘exhaustion’. If  a Member 
adopts an exhaustion policy or rules that another Member considers to 
extend the concept beyond reasonable limits, there would not appear to be 
a bar to challenging that interpretation in dispute settlement.

... subject to the provisions of  articles 3 and 4..

Article 6 is not without express limitations. The exhaustion policy and 
rules of  Members is subject to articles 3 and 4, TRIPS Agreement.

Application of  the TRIPS national treatment provision to exhaustion 
doctrine suggests that Members must treat foreign nationals on at least 
an equivalent basis as local nationals regarding protection of  IPRs by 
exhaustion rules. From a right holder’s perspective, this would suggest 
that a Member may not apply a doctrine of  international exhaustion that 
allows importation as regards foreign IPRs holders, and apply a doctrine 
of  national exhaustion that prevents importation as regards local IPRs 
holders. This would assure that foreign nationals do not face greater 
competition from lower priced products than local nationals.

Application of  the TRIPS MFN principle to exhaustion doctrine 
suggests that Members must not apply different exhaustion rules to 
nationals of  different Members. Thus, for example, if  the US applies a 
doctrine of  international exhaustion to IPRs held by Chinese nationals, 
it must apply the same rule to IPRs held by nationals of  the EC. On the 
assumption that the nationals of  Members are most likely to hold the IPRs 
relating to goods produced in their countries of  origin, as a practical matter 
this means that imports from China and imports from the EU should be 
subject to the same US rules on exhaustion.
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Regional exhaustion doctrines could be considered not consistent with 
the basic MFN principle in TRIPS because they accord a different status 
in practical effect to goods imported from countries within the region than 
to countries from outside the region. In this case, right holders within 
Members that are part of  the region may suffer vis-a-vis right holders in 
Members outside the region. A right holder who’s good is first placed on 
the market outside the region may be able to block import into a Member 
of  the region (and control the distribution of  its product), while a right 
holder within the region could not prevent an importation from another 
Member within the region. This raises the interesting question whether 
a national of  an EC member state or another regional arrangement 
could succeed on a claim that it was subject to less protection of  IPRs 
than a national residing outside the EC. The EC claims that article 4(d) 
allows it to discriminate against IPR holders residing within the region by 
precluding them from preventing the intra-Community free movement of  
goods and services.

…

None of  the WTO Dispute Settlement Body, Appellate Body nor any 
panel has been asked to interpret article 6. There are no dispute settlement 
decisions that discuss it.

…

4 Lingering concerns on the effectiveness of   
 compulsory licensing and parallel importation  
 on access to medicines?

Some authors have argued against the virtue of  compulsory licensing as 
a catalyst of  price reduction for medicines. Richard Rozek and Rainey 
are leading tenors in this domain. They argue on the basis of  data that, 
for all intents and purposes, the effect of  compulsory licensing, if  at all, 
is to introduce free ridding on patented drugs and encourage counterfeit 
thereby eliminating quality assurance to the risk of  patients. They also state 
that compulsory licensing serves as a disincentive to R&D for innovation 
and investment in the pharmaceutical industry, and that it transforms the 
role of  government regulator to monitoring and quality assurance agent 
thereby increasing costs of  regulation. The authors also raise concerns 
as to the biosafety of  medicines produced under compulsory licenses. 
They argue that generic versions of  a patented medicines produced under 
compulsory licences could be substandard and therefore prejudicial to a 
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sick person’s already ailing health conditions, no less than counterfeited 
medicines. 

Rozek and Rainey further argue in the case of  parallel imports that 
this kind of  trade harms both the innovator and the consumer. The aim 
of  parallel trade is to shift medicines from countries where they are sold 
at lower prices to those where they are sold at higher prices to undercut 
prices there, yet depriving sick persons in the low-price countries from 
these medicines due to the resulting drift towards high-price markets. 
Innovators are also as a result denied benefit from importing markets 
where they could have sold at higher prices to recoup and fund R&D, 
if  not of  the parallel imports. In all this, the parallel trader is the sole 
beneficiary, both authors contend.

As seen further below, the seemingly very intelligible arguments 
advanced by these authors (Box 7), do not readily find support especially 
in an access to medicines context. In at least two areas, the arguments 
have been contradicted by pragmatic scholarship (Box 8).

Box 7. Rozek and Rainey’s Arguments against compulsory 
licensing 

(R Rozek and R Rainey ‘Broad-Based Compulsory Licensing of  
Pharmaceutical Technologies: Unsound Public Policy’ (2001) 4 Journal of  
World Intellectual Property 464, 469-476)

…

Broad-based compulsory licensing is detrimental to the public 
interest

…

One argument claims that granting compulsory licences for specific classes 
of  technologies (eg pharmaceuticals) is an ‘important tool to promote 
competition and to lower prices. Compulsory licences ‘mitigate the 
restrictive effect of  exclusive rights and strike a balance between the title-
holders’ interests and those of  the public in the diffusion of  knowledge 
and the access to, and affordability of  the outcomes of, innovation and 
creativity’. This view assumes that compulsory licensing would increase 
assess to, and lower costs of, pharmaceutical products and that the overall 
well-being of  people in developing countries would be increased.
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This argument relies upon four fundamental misconceptions. 
Specifically, it assumes that:

• A broad-based compulsory licensing scheme would not diminish the 
incentive for pharmaceutical firms to conduct R&D and, thus, there 
would be new products to license;

• Essential information would be disseminated to patients, physicians, 
pharmacists, and payers about new pharmaceutical products;

• The quality of  the products produced under licences would be the same 
as that in the innovators’ products, and the government infrastructure 
I the developing countries would be able to bear the costs of  approving 
products from licensees and monitoring quality; and

• Compulsory licensing will help maintain low pharmaceutical prices 
in the associated developing countries without adversely affecting 
investment and employment.

A. Broad-based compulsory licensing destroys the incentive to 
innovate … 

The first misconception is that drugs will continue to be developed 
and introduced under a broad-based compulsory licensing scheme. 
Compulsory licensing destroys the incentive to innovate reduces R&D, 
and, thus, limits the number of  new or improved drugs that come onto the 
market. It is incorrect to assume that under a compulsory licensing regime 
there would be new drugs to license. Studies have shown that incentives 
to conduct R&D and introduce drugs in a country are affected by the 
country’s laws for protecting IPRs. Broad-based compulsory licensing will 
decrease, not increase, access to health care by making pharmaceutical 
products less available to people in developing countries adopting such 
a policy. For example, Mansfield found that patent protection was 
particularly important to the pharmaceutical industry. Without it, 65 per 
cent of  pharmaceutical products would not have been introduced.

Levin et al surveyed R&D managers in eighteen industries. They 
concluded that both process and product patents were more important 
to the pharmaceutical industry in terms of  protecting R&D than in the 
seventeen other industries.

Rather than working against the public interest of  developing 
countries, protecting IPRs will stimulate R&D into disease specific to 
developing nations. With protection for IPRs, there are incentives for 
companies to invest resources in developing and introducing new products 
into a country. They will earn returns on their investments. Lanjouw and 
Cockburn determined that the introduction of  stronger protection for 
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IPRs in countries where malaria is a public health problem is linked to 
growing R&D activities in the area of  treatments for malaria.

Rozek’s examination of  six products (Prozac, Losec, Norvasc, 
Unasyn, Inhibacc, and Axid) across nine countries revealed that four 
countries (Korea, Mexico, Taiwan, and Hungary) protection IPRs prior to 
1996 and five countries (Argentina, Brazil, Egypt, Jordan, and Hungary) 
did not. He determined that countries without adequate protection for 
IPRs received drugs later than countries with IPR protection. Axid and 
Unasyn were not even introduced in three of  the five countries that did 
not protect IPRs, even though Korea had the products in 1990 and 1988, 
respectively.

…

C. Costs of approving products and maintaining quality will 
increase

A third misconception is that the quality of  pharmaceutical products will 
remain high. There may be substantial risks if  the quality of  health care 
products deteriorates. In a recent study of  forty versions of  clarithromycine 
in Latin America and Asia, few products met the criteria of  content, 
dissolution and low impurities found in the innovator brand. 

In 1997, between 2 and 7 per cent of  all drugs sold in Argentina were 
counterfeit … 

Compulsory licence also places the government in the role of  
approving products and monitoring quality of  pharmaceutical products 
by licensees, which increases the costs of  registration. Forced licensing 
increases the burden of  processing applications and quality control on 
the government. At the same time, compulsory licensing and the lack of  
IPRs lessen the incentives for firms to invest in maintaining reputation and 
distributing information o health care providers since copying firms are 
able to free-ride on the investors’ investments. 

Patients, physicians, pharmacists and payers may also receive 
inaccurate information from licensees, since licensees are not familiar 
wit scientific research underlying a particular pharmaceutical product. 
Without adequate consumer protection laws, compulsory licensing may 
encourage the spread of  false and misleading information. 
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D. Compulsory licence will not guarantee low prices, increase 
in investment and employment

…

5. Prices

Rozek and Berkowitz studied prices of  pharmaceuticals across six 
therapeutic categories in nine countries. They found that protecting IPRs 
did not increase real or nominal prices for existing products.

Factors such as therapeutic competition, the provisions of  the laws 
protecting IPRs, and government buying practices constrain pharmaceutical 
prices. Therapeutic competition exists for most pharmaceutical products, 
preventing pharmaceutical companies from exercising monopoly power; 
in the US there are over forty products available for treating hypertension.

Procurement policies, regulatory costs, tariffs, national incomes and 
the costs of  production and distribution differ across countries. Thus, 
differences in these factors suggest prices for pharmaceutical products are 
likely to differ across country boundaries, absent parallel trade. Allowing 
price differentials that reflect these differences across countries expands 
access to pharmaceutical products.

It is unlikely that prices will decrease significantly under a compulsory 
licensing regime. Copying firms are likely to set their prices only marginally 
under the innovations’ prices. Edelman found evidence of  such pricing 
by copying firms in Argentina. As a result, the only beneficiaries of  
compulsory licensing would be the copying firms, who are able to free-
ride on the investment of  innovative pharmaceutical firms.

Protecting IPRs will not reduce the number of  essential medicines 
available. Currently, only 15 of  the 306 products on the WHO Model List 
of  Essential Drugs are protected by patents. Patents in some developed 
countries protect less than 5 per cent of  all essential drugs.

6. Investment 

Overall, strong IPR protection helps, rather than harms, the public interest. 
Strong IPRs are associated with increase in economic growth, investment 
and employment in developing countries.

Protecting IPRs increase foreign direct investment I developing 
countries. In 1996, when Brazil began IPR protection for pharmaceuticals, 
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the Brazilian Ministry of  Industry, Trade and Tourism predicted that 
investment in the pharmaceutical industry would increase to US$600 
million by 1999. In fact, new investments equaled US$1.2 billion by 1997, 
thus exceeding expectations. Pfizer expanded its manufacturing facilities 
in Brazil after that country protected IPRs, at the same time, it closed 
its manufacturing plant in Argentina, a country that had not improved 
protection for IPRs.

Rapp and Rozek found a statistical relationship between the strength 
of  protection of  IPRs and economic growth. They found foreign R&D 
expenditures by research-based pharmaceutical firms to be concentrated in 
Western Europe where patents are adequately protected. Conversely, over 
the period 1977 to 1987, R&D expenditures by research-based companies 
in Latin America, a region that generally had poor protection for IPRs 
over the time-period studied, decreased from 8.4 to 2 per cent.

…

TRIPS does not require that new patent laws apply to drugs already 
being sold in a country. Its purpose is to stimulate new R&D. improving 
the environment for IPRs through TRIPS has created incentives for co-
operation between scientists at academic institutions and those in the 
pharmaceutical industry. One such proposal is the Atlantic South African 
Partnership (ASAP), in which Imperial College, Georgia Institute of  
Technology, Emory University, Georgia State University, the University 
of  the Western Cape, and the University of  Cape Town propose to 
collaborate with pharmaceutical industry scientists on combinatorial 
chemistry and the use of  natural products as a template for discovery of  
new pharmaceutical products. Some pharmaceutical firms have already 
expressed interest in participating in ASAP.

…

E. Parallel trade reduces welfare

…

Both innovators and consumers are harmed by parallel trade. When 
parallel trade occurs, the innovator is denied income from other markets 
where, in the absence of  parallel trade, it is able to sell its products at 
higher prices and thus fund additional R&D. All consumers are harmed 
by the reduced incentives to innovate and will not receive the benefits 
of  new, improved products even if  they would be willing to pay for the 
products. The primary beneficiary is the entity responsible for the transfer 



101TRIPS Flexiblties in the context of  access to medicines 

of  the product from the low-price country to the high-price country or the 
‘parallel trader’.

…

If  the low price is merely a signal to a parallel trader to divert the 
drug from the intended patients to patients in countries where higher 
prices exist, consumers in the low-price country are harmed. The parallel 
trader buys up the units of  the product and reduces supply in the low-
price country. In fact, parallel trade reduces access to health care I low-
price countries by creating a disincentive for an innovator to introduce a 
drug and by diverting supply away from low-price countries and toward 
countries with higher prices.

Patients in importing countries are harmed as a result of  parallel 
trade since innovators have little incentive to distribute information about 
products if  the parallel traders free-ride on these efforts. They are likely 
to receive inaccurate or unintelligible information about the appropriate 
uses of  the products obtained through parallel trade. The parallel trader 
may not even ship or store the product properly. Such practices create 
health risks for consumers in the importing countries. Subsequently, the 
reputation of, and consumer confidence in, the pharmaceutical innovator 
may be adversely affected if  the innovator’s product id distributed by a 
parallel trader who does not abide by the same business or consumer 
safety standards as the innovator. Consumers who observe only the results 
of  using the final product may be unable to separate the actions of  the 
innovator from those of  the parallel trader.

Parallel trade increases the possibility that substandard and 
counterfeit products may enter a country. This trade creates extra costs 
for the government agencies responsible for regulating the pharmaceutical 
industry.

Eventually, parallel trade drives pharmaceutical prices to uniform, 
higher levels in developing countries or reduces the number of  products 
available. Higher prices for existing products or lack of  access to new 
products reduce the total sales of  pharmaceutical products and the welfare 
of  the patients in the developing countries.

A leading economist and author in this field, Carlos Correa, has 
contradicted Rozek and Rainey through cogent data suggesting that there 
is no concrete evidence as to whether or not, strong or weak regimes of  
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IPRs have been responsible for increased investment flows. This example 
is chosen here because the main justification of  stiff  patenting regimes is 
that they ensure (high) prices that help recoup investment and incite further 
R&D for development and innovation in the pharmaceutical industry. 

Box 8. Some viewpoints contradicting Rozek and Rainey

(C Correa (2002) Intellectual Property Rights, the WTO and Developing 
Countries: The TRIPS Agreement and Policy Options 26 et seq.)

Implications for developing countries

…

An important problem is that IPRs only constitute one of  the elements 
that may influence FDI, innovation and technology transfer; it is difficult 
to isolate their impact from the effects of  other factors, such as market size, 
macroeconomic policies, availability of  personnel, etcetera paradoxically 
perhaps, once all WTO Member countries adopt the TRIPS Agreement 
and provide more uniform protection, IPRs – being a standardized element 
will become a less important factor for FDI and technology transfer flows. 
IPRs being almost equal other, will primarily determine the nature and 
volume of  such flows.

Foreign direct investments

Available evidence on the economic impact of  IPRs on different activities 
(investments, technology transfer, innovation, etcetera) and sectors, as well 
as on countries with diverging levels of  development, is scant and elusive. 
Any analysis of  the impact of  IPRs confronts several methodological 
difficulties.

Firstly, as mentioned, it is very problematic to isolate IPRs in order 
to identify the effects that are exclusively attributable to them, as distinct 
from those deriving from other economic or institutional factors.

Secondly, intellectual property is not an homogeneous set. It includes 
titles relating to inventions, minor innovations, designs, literary or artistic 
works as well as to means for the identification of  products and services 
(trademarks and geographical indications). Therefore, any reference to the 
‘impact of  intellectual property’ in general is likely to constitute an over 
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simplification that would hardly be useful to understand present reality 
and anticipate future trends.

Thirdly, even when one particular type of  intellectual property is 
considered, its actual importance significantly varies in accordance with 
the sector and the type of  activities or products involved.

One of  the basis questions to be addressed is whether enhanced 
protection of  IPRs – in accordance with the standards of  the TRIPS 
Agreement – shall increase or otherwise affect the volume or composition 
of  FDI to developing countries. Many countries had already changed 
their IPRs regimes before 1995 and, therefore, the impact of  the said 
Agreement may not be substantial. Could the adoption of  such standards 
affect the situation of  countries which are not yet major recipients of  FDI 
and which have not yet increased their levels of  IPRs protection?

Some theoretical analyses suggest, while recognizing that IPRs are 
only a component of  a boarder set of  important factors, that strengthening 
IPRs can be an effective means of  inducing additional inward FDI 
(Maskus 1997a).

Available evidence on the nature of  the FDI/IPRs relationship, 
however, is very inconclusive. Data on FDI flows to countries with allegedly 
low levels of  IPRs protection show that the perceived inadequacies of  
intellectual property protection did not hinder FDI inflows in global 
terms. Thus, FDI increased substantially in Brazil since 1970 until the debt 
crisis exploded in 1985, while in Thailand FDI boomed during the eighties 
(United Nations, 1993). In contrast, many developing countries that have 
long ago adopted standards of  protection comparable to those in force in 
industrialized countries have not received significant FDI flows.

Nogués (1991 p.351) explored the relationship between FDI and 
intellectual property, and found no definite reason to expect an increase in 
FDI in general as a result of  the introduction or strengthening of  patent 
protection in developing countries. Similarly, since in the area of  copyright, 
protection abroad is usually not necessary nor intended to guarantee FDI, 
US support of  copyright protection is just ‘a matter of  propping up profits 
and stemming losses in one of  the US’s strongest export sectors’ (Callan 
1996).

The UN (1993) concluded that innovative companies in the North 
are likely to opt growingly, in the new post-Uruguay scenario, to sell 
directly the products or services that incorporate the innovations, rather 
than transfer the technology through FDI and licensing agreements. The 
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likely result: more exports by developed countries and less opportunities 
for transfer of  technology to developing countries

Thus, a report by the US Council on Foreign Relations points out that 
‘the intellectual property-dependent industries are important because they 
export. Copyright industries exported US$45.8 billion in 1993, second 
only to the automotive industry. Chemical products, which includes 
pharmaceuticals and other goods heavily reliant on patent protection, 
exported US$45.1 billion that same year. In general, ‘high technology’ 
goods are increasingly important to trade, accounting, in the US, for more 
than 52 per cent of  all merchandise trade, and growing 17 per cent faster 
than trade in all goods (from 1985 to 1993)’ (Callan 1996 p.4).

On the other side, a study by the University of  Delaware has shown, 
applying a model developed by Helpman and Krugman, a positive 
correlation between an increase in exports from the US in 1992 and the 
strengthening of  intellectual property in importing countries (Smith 1995).

The inconclusiveness of  data is also present when particular sectors 
are considered. FDI in the pharmaceutical industry outpaced FDI in most 
sectors in Brazil after patent protection for medicines was abolished in 
that country. Similarly, FDI in that sector was the largest among all other 
manufacturing industries with foreign participation in Turkey, which 
had eliminated pharmaceutical patent protection in 1961 (UN 1993). 
In contrast, recent data suggested an increase in FDI in Italy after the 
introduction of  such patent protection for pharmaceutical products in 
1978 (Challù 1992).

The ‘economic environment’ of  a country (including skills and 
natural resource availability, market size and characteristics, etcetera) has 
an overriding effect on FDI decisions. The importance of  IPRs for FDI 
is likely to vary in accordance with the sector involved and, in particular, 
with the intensity of  R&D and the propensity to centralize/decentralize 
it, the role of  ‘tacit’ vis-à-vis formalised knowledge, the type of  producer/
user relationship, and the degree of  market concentration, among other 
factors. Thus, different industries rely more or less heavily on different 
types of  IPRs. Industrial designs are critical for the clothing industry, 
trade secrets for chemicals, copyright for software products and patents 
and trademarks for pharmaceuticals.

In a survey comprising 94 major US firms in six industries (chemicals, 
including drugs, transportation equipment, electrical equipment, 
machinery, food and metals), Mansfield found that the perceived effects of  
IPRs on FDI were heavily dependent on the type of  investments involved: 



105TRIPS Flexiblties in the context of  access to medicines 

‘For investment in sales and distribution, only about a fifth of  the firms 
reported that intellectual property rights protection was of  importance. 
For investment in rudimentary production and assembly facilities, less 
than a third said that such protection was important. But for investment 
in facilities to manufacture components or complete products, about half  
said it was important. And for investment in research and development 
facilities, about four-fifths said it was important’.

‘Based on the results,’ Mansfield concludes, ‘it seems likely that, to 
the extent that foreign direct investment by US firms is largely devoted to 
sales and distribution outlets and rudimentary production and assembly 
facilities, a country’s intellectual property rights protection will have little 
effect on the total amount invested by US firms in that country. However, 
it is likely to have a considerable effect on how much is invested in 
facilities to manufacture components and complete products as well as 
R&D facilities’ (Mansfield 1994).

Other studies show empirically, however, that IPRs are significant 
determinant of  neither FDI flows (Ferrantino 1993) not the location of  
R&D facilities by multinational enterprises (Kumar 1996). This latter type 
of  activity is likely to be undertaken only in some developing countries, 
notably the new industrializing economies in East Asia (see below).

The impact of  the implementation of  the TRIPS Agreement on FDI 
is also likely to vary substantially across countries.

Inflows of  FDI in Asia and the Pacific have been strongly concentrated 
so far in a few countries: China, Singapore, now deemed the minimum 
acceptable under the TRIPS Agreement. No significant changes in those 
flows can be expected as a direct result of  the reinforcement of  IPRs In 
those countries

The same will apply at the other extreme, that is, with respect to the 
least developed countries, which have historically received an insignificant 
amount of  FDI. There are no reasons to think that higher IPRs standards 
may by themselves change this situation in any substantial manner.

It should be recalled, finally, that the adoption of  minimum standards on 
IPRs will put all developing countries on an equal footing in these matters. 
Therefore, whatever the current importance of  IPRs as determinants of  
FDI flows may be, once the Agreement becomes fully applicable, other 
factors (availability of  skills, R&D infrastructure, macroeconomic policies, 
etcetera) will have an overriding influence as determinants of  such flows 
and activities. In other words, compliance with the TRIPS Agreement will 
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not ensure by itself  greater attractiveness of  a particular country vis-à-vis 
other countries competing for the same investment.

Transfer of technology 

Evidence on the implications of  the levels of  IPRs on transfer of  technology 
is as limited and elusive as in the case of  FDI. Countries with weak IPRs 
protection (in terms of  the standards adopted by the TRIPS Agreement) 
have been among the major technology borrowers. The reverse situation 
can also be found, that is, countries with high standards of  protection but 
‘low’ performance as technology importers.

A few studies which have attempted to assess the weight of  IPRs (I 
general) in transfer-of-technology decisions indicate that they generally 
are of  medium importance.

It is arguable that IPRs protection will constitute a precondition for 
innovators to license their technology. It is unclear, however, whether the 
introduction of  such protection would increase the net flows of  technology 
(Nogués 1991), since the patent-holder may prefer the direct exploitation 
of  the invention through exports or subsidiaries (UN 1993 p.20).

Arguments on the relevance of  adequate intellectual property 
protection in connection with transfer of  technology are particularly 
strong where high, easily imitable technology is at stake, such as in the 
case of  biotechnology and computer software. It is also, possible to 
argue that in cases where ‘tacit’, non-codified knowledge is essential to 
put a technology into operation, the transfer is more likely to take place 
if  it is bundled with the authorization to use patents and other IPRs. If  
protection of  such rights and of  trade secrets I the potential borrowing 
country is weak, the originating firms are unlikely to enter into transfer-of-
technology contracts;

Technology transfer has been, and will continue to be, one of  the main 
mechanisms through which developing countries may advance in their 
industrialization processes.

Stronger (or expanded) IPRs may certainly imply higher costs in terms 
of  royalties and other payments, which may in turn reduce the resources 
available for local R&D. Changes in intellectual property legislation may 
also affect the bargaining position of  potential contracting parties and can 
make access to technology more problematic (Skolnikoff  1993); but, at 
the same time, the lack of  or insufficient protection may actually pose a 
barrier to obtaining the required knowledge.
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…

Review questions:

1. From the submissions of  both sides above, can you draw a ‘truth’ fact 
sheet? Parallel Importation

2. What is ‘evergreening’ of  patents and what may be its advantages 
and/or disadvantages, if  t all? How does the 2005 Indian Patents Act 
(2005) attempt to circumvent evergreening? Does the parent law of  
your country or region, as the case may be, consider evergreening?
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Annexure 1. Namibian proof of search of patent status
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Annexure 2. Nigerian Government use licence
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Annexure 3. Proof of search of patent status of a drug
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arTicle 31 of TriPs and 
imPlicaTions on  

access To medicines

1 Introduction

It should be recalled that the TRIPS Agreement sets the minimum IP 
standards for all WTO member countries. Members may either directly 
apply the TRIPS Agreement or, they can amend (in case a country had a 
national law before the entry into force of  TRIPS) or adopt new national 
laws incorporating the minimum standards set forth in the Agreement. 
The TRIPS Agreement contains a range of  opt-out provisions from 
certain watertight protection standards. In the case of  patents, they are 
exceptions to the exclusive rights over a patent. These exceptions are 
generally referred to as ‘flexibilities’. However, in considering any of  the 
flexibilities, as the Doha Declaration later clarified, they should be read in 
the light of  the entire spirit of  the Agreement embodied in the objectives 
and principles – articles 7 and 8 respectively. This is direction given by the 
Vienna Convention on the Law of  Treaties (article 31(1)) as a baseline 
of  treaty interpretation. It states that every treaty shall be interpreted in 
good faith in line with its object and purpose. The TRIPS flexibilities may 
therefore comfortably be used by developing countries and LDCs to waive 
pharmaceutical patent monopolies to enhance access to medicines. The 
chief  flexibilities are contained in articles 6, 7, 8, 30, and 31. 

This chapter examines one of  the major flexibilities in the TRIPS 
Agreement that may be used, (and has been frequently used) by quite a 
good number of  African countries to legally disregard patent rights, in 
order to ensure access to medicines as a supportive public health measure. 
But at the same time, it is the most complicated and contentious in terms of  
its nature, scope, and practical employment. It was mentioned in chapter 
3 that, although fully justified, compulsory licensing is one of  the major 
and if  not ‘aggressive’ and ‘unconscionable’ forms of  interference with 
a patent from the perspective of  the pharmaceutical industry and right 
holders. This chapter draws the quietus for using the flexibility, before 
proceeding to trace the scope and operation of  the flexibility proper. 

4chaPTe
r
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2 Understanding article 31 TRIPS: Scope

2.1 Preliminary observations

The starting point of  the resonance of  the TRIPS flexibilities, generally, 
is the preamble of  the Agreement. Amongst other things, the preamble 
espouses one of  the key objectives of  the Agreement, namely; to reduce 
distortions and impediments to international trade, taking into account the 
need to promote effective and adequate protection of  IPRs, and ensuring 
that measures and procedures to enforce IPRs do not themselves become 
barriers to legitimate trade. 

From the outset, it is important to note that article 31 of  TRIPS does 
employ neither of  the traditional expressions ‘compulsory licence’ nor 
‘government use licence’ (also ‘public non-commercial use’). It rather uses 
the vague and cumbersome expression Other Use Without Authorization of  
the Right Holder. But in effect, this expression refers to either since they 
are forms of  a non-voluntary licence. The substance of  both is the same 
(non-voluntary licence granted by a government over a valid patent) but 
the difference lies in the beneficiary of  the measure in each circumstance. 
A government use licence is limited to a government’s agencies or its 
authorised contactors for public use, non-commercial purposes. In the case 
of  a compulsory licence, any interested party may apply to government for 
the licence to use a patent, including the private sector for commercial 
purposes.1

That said, to proceed on the understanding to article 31, it is necessary 
to visit some important run-up articles: Articles 7, 8, 28 and 30 are 
reproduced below.

Box 1. TRIPS agreement

…

Article 7: Objectives 

The protection and enforcement of  intellectual property rights should 
contribute to the promotion of  technological innovation and to the transfer 

1 See Third World Network (2003) Manual on good practices in public-health-sensitive policy 
measures and patent laws 14-15.



115Article 31 of  TRIPS and implications on access to medicines

and dissemination of  technology, to the mutual advantage of  producers 
and users of  technological knowledge and in a manner conducive to social 
and economic welfare, and to a balance of  rights and obligations. 

Article 8: Principles 

1. Members may, in formulating or amending their laws and regulations, 
adopt measures necessary to protect public health and nutrition, and 
to promote the public interest in sectors of  vital importance to their 
socio-economic and technological development, provided that such 
measures are consistent with the provisions of  this Agreement. 

2. Appropriate measures, provided that they are consistent with the 
provisions of  this Agreement, may be needed to prevent the abuse of  
intellectual property rights by right holders or the resort to practices 
which unreasonably restrain trade or adversely affect the international 
transfer of  technology. 

…

Section 5: Patents

…

Article 28: Rights conferred 

1. A patent shall confer on its owner the following exclusive rights: 

a. where the subject matter of  a patent is a product, to prevent third 
parties not having the owner’s consent from the acts of: making, 
using, offering for sale, selling, or importing for these purposes 
that product; 

b. where the subject matter of  a patent is a process, to prevent third 
parties not having the owner’s consent from the act of  using the 
process, and from the acts of: using, offering for sale, selling, or 
importing for these purposes at least the product obtained directly 
by that process. 

2. Patent owners shall also have the right to assign, or transfer by 
succession, the patent and to conclude licensing contracts. 

…
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Article 30: Exceptions to rights conferred 

Members may provide limited exceptions to the exclusive rights conferred 
by a patent, provided that such exceptions do not unreasonably conflict 
with a normal exploitation of  the patent and do not unreasonably 
prejudice the legitimate interests of  the patent owner, taking account of  
the legitimate interests of  third parties. 

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 
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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, ‘Other use’ refers to use other than that 
allowed under article 30. TRIPS Agreement 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.

2.2 Forerunners of the article 31 solution: Articles 7, 8 and 
30 TRIPS

Articles 7 & 8

Articles 7 is simply saying that IP protection should result in the mutual 
benefit of  both producers and users. As seen in chapter 2, this is in line with 
articles 27 UDHR and 15(1)(c) ICESCR, which provide that in as much 
as the rights of  authors of  creative works of  the mind should be protected, 
such works should be freely accessible to everyone as a matter of  right. As 



118   Chapter 4

mentioned before, these provisions do not use the expression ‘intellectual 
property’ but refer to it indirectly – ‘moral and material interests resulting 
from any scientific, literary or artistic production’.

Box 2. 

Universal Declaration on Human Rights (UDHR)

Article 27 

1. Everyone has the right freely to participate in the cultural life of  the 
community, to enjoy the arts and to share in scientific advancement 
and its benefits.

2. Everyone has the right to the protection of  the moral and material 
interests resulting from any scientific, literary or artistic production of  
which he is the author.

…

International Covenant on Economic Social and Cultural Rights 

(ICESCR)

Article 15

1. The States Parties to the present Covenant recognize the right of  
everyone: 

a. To take part in cultural life; 
b. To enjoy the benefits of  scientific progress and its applications; 
c. To benefit from the protection of  the moral and material interests 

resulting from any scientific, literary or artistic production of  
which he is the author. 

In relation to access to medicines, the foregoing instruments should be 
comfortably interpreted as saying that medicines, which are the products 
or results of  scientific progress, should be made accessible to the public 
as a means of  enabling them enjoy the benefits of  scientific progress as 
matter of  right, no less than the right of  the authors of  such products to 
have their moral and material interests therein protected.
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Meanwhile, article 8.1 of  TRIPS clearly states that in amending 
or adopting laws to incorporate the minimum TRIPS standards, WTO 
member countries could adopt measures ‘to protect public health and 
nutrition, including measures supportive of  public health or pro-public 
health measures. It should be noted that the expression ‘protect’ is 
specifically used in relation to health, as opposed to ‘promote’ in the next 
phrase of  the provision in reference to the more general ‘socioeconomic 
development’. This is a strong directive that States can rely on when 
resorting to any TRIPS flexibilities. Of  course, this ties with the traditional 
obligations of  States to respect, protect, promote and fulfil socio-economic 
rights, the right to health being one of  them.

Articles 7 and 8 should therefore be at the centre of  any WTO member’s 
policies or implementation of  TRIPS standards regarding access to health 
products generally, and, specifically, medicines. It should be mentioned 
here that there is a claw-back clause in article 8 (‘provided that[…]’), which 
may be seen as drying up the substance of  the article. But, on the contrary, 
the clause actually strengthens the provision. Thus, saying that ‘provided 
that the measures are consistent with the provisions of  the Agreement’, is 
indirectly saying that if  the measures are supportive of  public health, then 
they are in line with articles 8 and 7, amongst others. 

Article 28

Article 28 of  TRIPS refers to the scope of  the exclusive rights conferred by 
a patent. A patent is to protect the invention over a certain period time and 
therefore excludes third parties from interfering with the exclusive rights 
granted under it. Article 33 of  the TRIPS Agreement slates the life of  a 
patent at 20 years. The scope of  the exclusive rights is found in article 28. 
It states:

1. A patent shall confer on its owner the following exclusive rights: 
a. where the subject matter of  a patent is a product, to prevent third parties 

not having the owner’s consent from the acts of: making, using, offering 
for sale, selling, or importing for these purposes that product;

b. where the subject matter of  a patent is a process, to prevent third parties 
not having the owner’s consent from the act of  using the process, and 
from the acts of: using, offering or sale, selling, or importing for these 
purposes at least the product obtained directly by that process. 

2. Patent owners shall also have the right to assign, or transfer by succession, the 
patent and to conclude licensing contracts.
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The exclusive rights under the article are in respect of  both product 
(paragraph (a)) and process patents (paragraph (b)). 

Box 3. Points for reflection

• Is there any difference between the product and process patent 
in terms of the respective scopes of their exclusive rights? If 
so, why?

• The licensing contracts in sub section two refers to what? A 
voluntary licence?

Article 30

Article 30 provides exceptions to the exclusive rights under a patent. Four 
conditions have to be met under the article. The exceptions must:

• be limited;
• not unreasonably conflict with the normal exploitation of  the patent; 
• not unreasonably prejudice the legitimate interest of  the patent owner 

parties; and
• not prejudice the legitimate interests of  third parties.

The last may be considered an umbrella condition. The rest should be 
applied taking into consideration the legitimate interests of  third parties, 
which in the access to medicines context, is the medicines market. Thus, 
for example, if  a compulsory licensing scheme is undertaken pursuant to 
article 30 to produce medicines in response to a health crisis, it must meet 
the demands of  the targeted populations. Also, the granting of  the licence 
to one entity does not preclude another entity from requesting licence on 
the same patent.

Article 30: Exceptions

There is room to manoeuvre under article 30 since the grounds are 
not stated. However, practice and experience has shown that article 30 
exceptions can be used in a variety of  situations although some remain 
contested such as the Bolar exception in the Canada Patent Protection of  
Pharmaceutical Products case (2001) before the WTO Dispute Settlement 
Body. The exceptions include: 



121Article 31 of  TRIPS and implications on access to medicines

1. acts done privately and for non-commercial purposes/scale;
2. use for teaching; 
3. experimentation to test or improve on the invention – experimental 

exception;
4. use of  the invention for research;
5. preparation of  medicines under individual prescriptions;
6. bona fide use by a third party before patent expiration; Importation 

from another country where the patented product was first put on 
sale with owner’s consent – exhaustion of  rights: parallel importation 
(articles 6, 28, 30 and 51 TRIPS); 

7. early working (experimentation) for regulatory approval in view 
of  marketing generic version following expiry of  patent (‘Bolar 
exception’ – Roche Products Inc v Bolar Pharmaceuticals Co 1984); and

8. prior use (see article: 12(4)(d) of  the Swazi Act 1997).

Examples of  state practice on some of  the exceptions read into article 30 
above are contained in Box 4 below in relation to experimental use, early 
working (‘Bolar exception’), and individual prescriptions.

Box 4. Explanation of some article 30 exceptions 

(Excerpted from: C Correa (2002) Intellectual Property Rights, The WTO and 
Developing Countries: The TRIPS Agreement and Policy Options 76-81)

Experimental exception

Exceptions relating to research and experimentation on the invention may 
be an important tool to create a favourable context for innovation. This 
exception is admitted in the United States, though in a limited manner, 
basically for scientific purposes (Wegner 1994 p.267).

In European and other countries, experimentation on an invention 
without the consent of  the patent owner is admitted for commercial 
purposes as well. The Community patent Convention, for instance, 
provides that there is no infringement in the case of  ‘acts done for 
experimental purposes relating to the subject-matter of  the patented 
invention’ (article 27.b).

An equivalent provision has been introduced in patent laws of  the 
European Union countries. Case law in these countries – which in all 
cases relates to pharmaceutical or agrochemical products – has accepted 
research done to find out more information about a product and to obtain 
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further information about the uses of  a product and its possible side-effects 
and other consequences of  its use (Cornish 1998 p.736).

The adoption of  an experimental exception may permit innovation 
based on ‘inventing around’ or improvement on the protected invention, as 
well as permitting evaluation of  an invention in order to request a licence, 
or for other legitimate purposes, such as to test whether the invention 
works, its sufficiency and novelty.

‘Bolar’ Exception

Another important exception, first introduced by the United States, deals 
with the use of  an invention relating to a pharmaceutical product to 
conduct tests and obtain approval from the health authority, before the 
expiration of  the patent, for commercialization of  a generic version just 
after the expiration of  the patent.

The US Drug Price Competition and Patent Term Restoration Act 
(1984) permits testing to establish the bio-equivalency of  generic products 
before the expiration of  the relevant patent. The purpose of  this exception 
is to help generic drugs producers to place their products on the market 
as soon as a patent expires, and thereby allow consumers to obtain 
medicines at much lower prices immediately thereafter. In exchange for 
this exception to exclusive patent rights, the patent term of  the original 
drug can be extended up to five years.

According to UU case law, the ‘Bolar’ exception extends to the 
following acts (Coggio and Cerrito, 1998):

• Using the drug product to raise capital;
• Authorising publications describing product features;
• Circulating study results to potential licensees;
• Demonstrating features of  the drug product at scientific meetings and 

trade shows;
• Acquiring import approval from a foreign government;
• Performing clinical studies for foreign regulatory agency clearance 

as long as the trials also relate to obtaining FDA (Food and Drug 
Administration) approval;

• Obtaining foreign patents
• Manufacturing a product to generate data and creating stock-piles
• Selling a product to clinical investigators at a hospital;
• Selling a product to international distributors;
• Testing of  a product in a foreign country by a clinical investigator;
• Testing by a foreign company;
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• Demonstrating the drug to physicians and non-physicians;
• Conducting consumer studies;
• Describing clinical trials to investors and journalists;
• Promoting a product to consumers; and
• Shipping a product to a potential commercial partner.

Canada also adopted a ‘Bolar’-type provision in 1991 explicitly allowing 
a third party to produce and stockpile the product for release immediately 
after the expiration of  the patent. However, the regulatory review of  a 
product is linked to the patent status: the generic producer must give a 
notice to the patent-holder about the intended use of  the invention, and 
the patentee is given an automatic injunction. According to the Patented 
Medicines (Notice of  Compliance) Regulations, the approval of  a generic 
version may be delayed for 24 months when there is a patent dispute.

Argentina implemented a ‘Bolar’ exception under Law 24, 766 of  1996, 
allowing for experimentation and application for approval of  a generic 
product before the expiration of  the patent (article 8). This exception is 
not linked to an extension of  the patent term.

Israel introduced in 1998 a law – modelled on that in the US – 
allowing third parties to experiment – before the expiration of  a patent 
– for obtaining registration for marketing in Israel or in a foreign country 
with a similar exception. The law permits not only the use of  the invention 
to undertake local trials but also the export of  materials in small quantities 
to initiate approval procedures before the expiry of  the patent in the 
countries that allow it. It also grants an extension of  the life of  the patent 
for up to five years (or for 14 years from first registration worldwide or 
upon expiration of  an extension granted elsewhere, whichever terminates 
the earlier).

In Europe, some court decisions had refused to admit an exception to 
the patentee’s right when experimentation is done for obtaining marketing 
approval (Cornish 1998 pp.739-742). The refusal was generally linked 
to the submission of  a sample of  the product for which registration was 
sought, which was deemed to be an infringement of  the patent rights 
(Cook 1997). However, the German Federal Supreme Court accepted a 
‘Bolar’-type exception in Boehringer Ingelhiem Int. GmbH v Dr Rentschler 
Arzneimittel GmbH and others (11.7.95). The court stated that:

[I]t is not contrary to the permissibility of  clinical tests that the 
defendants are carrying out or supporting these with the further aim of  
licensing under the laws relating to pharmaceuticals.
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In this decision, the Court disregarded its own earlier decision in 
Ethofumesat concerning herbicidal trials, on the basis that this was under 
the old German law. The Court also disregarded Dutch case law (arguing 
that Dutch law differs from the Community Patent Convention, since the 
former ‘solely’ admits an exception for experimental purposes) and British 
case law (Monsanto v Stauffer 1985), also concerning herbicidal trials, even 
though this concerned a provision of  UK law equivalent to that under the 
new German law (Cook 1995).

The German Federal Court of  Justice confirmed in 1998 that clinical 
tests to establish the efficacy and human tolerance of  a drug containing a 
patented active ingredient would not infringe the patent (Klinishe Versuche 
II,R.P.C. 423). A similar decision was taken by the Supreme Court of  Japan 
in April 1999 (Otsuka Pharmaceutical Co Ltd v Towa Yakuhin K.K).

In another recent decision (Wellcome Foundation Ltd v Parexel 
International and others (1.1.98)), the Paris Court of  Appeal held that 
neither undertaking tests for obtaining marketing approval nor the latter 
constituted an infringement as such.

The European Parliament has expressed its opinion in favour of  the 
admission of  a ‘Bolar’-type exception. In its resolution of  16 April 1996, 
paragraph 17, it stated that:

Measures should be introduced which enable pharmaceutical 
companies to begin, in advance of  patent or supplementary protection 
certificate (SPC) expiry, such laboratory experiments and regulatory 
preparations as may be required only for the registration of  generic 
pharmaceuticals developed in the EU, to be available on the market 
immediately, but only after the expiry of  a patent or SPC for a proprietary 
product.

In summary, the admission of  an exception for initiating approval 
procedures for generic pharmaceuticals (and, in some cases, agrochemicals) 
before the expiration of  a patent seems to be gaining growing support in 
developed countries and at least one developing country. This exception 
does not need to be linked to the extension of  the life of  the respective 
patents in order to be consistent with the TRIPS Agreement requirements.

Differences of  interpretation seem to subsist (as illustrated by the EU-
Canada controversy) with regard to the scope of  the exception particularly 
in connection to manufacturing and stockpiling acts. Since such acts do 
not affect the normal exploitation of  patent rights (full exclusivity to the 
market is retained by the patent owner till the expiration of  the patent) and 
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are a reasonable requirement for ensuring the immediate availability of  
generics after the invention falls in the public domain, an exception under 
article 30 which includes these acts should be regarded as compatible with 
the TRIPS Agreement. 

…

Good examples of  provisions in national and community laws of  some 
of  the article 30 exceptions are recapped in Box 5 below with respect to 
experimental use, early working, and individual prescriptions. 

Box 5. Examples of article 30 exceptions in national and 
community laws

(Third World Network (2003) Manual on Good Practices in Public-Health-
Sensitive Policy Measures and Patent Laws 66-68)

…

Experimental use 

Many countries in their national legislation include an exception for 
experimental use of  a patent without the consent of  the patent holder. An 
example is the EU Community Patents Agreement provision.

European Union: Agreement relating to community patents 
(1989) (89/695/EEC)

Article 27(b) states that the rights conferred by a Community patent shall 
not extend to: ‘acts done for experimental purposes relating to the subject-matter 
of  the patented invention;..’. 

Early-working or ‘Bolar’ exception

The text for the early-working exception in paragraph (c) of  the model 
provision is based on the provisions of  35 USC 27(e)(1) in US Law. Other 
examples of  Bolar-type exceptions can be found in the Canadian and 
Argentine legislation.
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United States: 35 USC 271 (e)(1)

It shall not be an act of  infringement to make, use, offer to sell, or sell within the 
United States or import into the United States a patented invention ... solely for 
uses reasonably related to the development and submission of  information under 
a Federal law which regulates the manufacture, use, or sale of  drugs or veterinary 
biological products.

Canada: patent Act, (R.S 1985, c.P-4), section 55.2(1)

It is not an infringement of  a patent for any person to make, construct, use or sell 
the patented invention solely for uses reasonably related to the development and 
submission of  information required under any law of  Canada, a province or a 
country other than Canada that regulates the manufacture, construction, use or 
sale of  any product.

Argentina: Law No 24.766,1996 article 8

In the case f  a product or process protected by patent, any third party may use the 
invention prior to its patent expiration for experimental purposes and to obtain 
the information required for the approval of  a product or process by the competent 
authority so that it may be marketed following the patent expiration.

Individual prescriptions

The text on individual prescriptions in paragraph (d) of  the model 
provision is adapted from the provision in the EU’s Community Patents 
Agreement below.

European Union: Agreement Relating to Community Patents 
(1989) (89/695/EEC)

Article 27(c) provides that the rights conferred by a Community patent 
shall not extend to ‘the extemporaneous preparation for individual cases in a 
pharmacy of  a medicine in accordance with a medical prescription nor acts 
concerning the medicine so prepared; ..’.

The WTO Panel in Canada — Patent Protection for Pharmaceutical Products, 
decided that Section 55.2(1) of  the 1995 Canadian Patent Act allowing 
limited exceptions, covered a provision under Canadian law which permits 
the use by generic producers of  patented products, without authorisation 
prior to the expiry of  the patent term, for the purposes of  seeking regulatory 
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approval from public health authorities for the marketing of  their generic 
version as soon as the patent expires. (This provision is sometimes referred 
to as the ‘regulatory exception’ or as a ‘Bolar’ provision). The Panel Report 
was adopted by the WTO Dispute Settlement Body on 7 April 2000.

Article 30: Exceptions under the revised OAPI Bangui Agreement

The African Intellectual Property Organization (AIPO), commonly known 
by its French acronym, OAPI, which stands for Organisation Africaine 
pour la Propriété Intellectuelle, is made up of  16 central and West African 
Francophone countries.2 The initial agreement was the Bangui Agreement 
of  1977 which was revised in 1999 to be TRIPS compliant. The Revised 
OAPI Bangui Agreement 1999 in its article 8 also provides limitations to 
the rights conferred by under patent in article 7. These, include: regional 
exhaustion to allow parallel importation; use of  a patent for scientific 
research; and prior use.

i. Exhaustion of  rights (regional)

Article 8: OAPI

1. The rights deriving from the patent shall not extend 
a. to acts in relation to subject matter brought on to the market on the 

territory of  a member State by the owner of  the patent or with his 
consent;

ii. Scientific research

Article 8: OAPI

1. The rights deriving from the patent shall not extend:
...

c. to acts in relation to a patented invention that are carried out for 
experimental purposes in the course of  scientific and technical research.

2 Of  the 16 countries, 4 – Cameroon, the Republic of  Congo, Cote d’Ivoire, and Gabon 
– are developing countries; the rest – Benin, Burkina Faso, Central African Republic, 
Chad, Guinea-Bissau, Guinea, Equatorial-Guinea, Mali, Mauritania, Niger, Senegal, 
and Togo – are Least Developed Countries. Yet, all 16 countries are fully TRIPS 
compliant incluiding the providing protection for pharmacetical patents when they are 
not bound to in view of  para 7 of  the Doha Declaration which intially extended the 
moratorium for non application of  pharmaceutical patents for least develped countries 
up itll 2016. This moratorium has been extended to 2033 as seen in the next chapter.
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It is clear from the provisions of  article 8(1)(c) above that scientific research 
in view of  producing generic versions of  the patented item are not covered 
by the limitation thereunder.

iii. Prior use

Prior use of  an invention is a common exception that can be read under 
article 30 of  TRIPS and is also found under the OAPI Agreement. This 
right enables a person who had been using an invention in good faith prior 
to the filing of  a patent to continue to do so despite the eventual grant of  
that patent

Article 8: OAPI

1. The rights deriving from the patent shall not extend
...
d. to acts performed by any person who in good faith on the filing date, or where 

priority is claimed, on the priority date of  the application on the basis of  
which the patent is granted on the territory of  a member State, was using the 
invention or making effective and genuine preparations for such use, in so far 
as those acts are not different in nature or purpose from the actual or planned 
earlier use. 

2. The right of  the user referred to in paragraph (1)(d) may not be transferred or 
handed on otherwise than with the business or company or the part thereof  
in which the use or the preparations for use were made’.

2.3 Analyses of article 31 TRIPS

2.3.1 Content

Article 31 deals with compulsory licensing although, as remarked at the 
beginning of  this chapter, TRIPS does not use this expression under the 
article or anywhere else in the TRIPS Agreement. The expression it uses 
is: Other use without the authorisation of  right holder. It should be noted that 
compulsory licence stands on its own and therefore is not of  the exceptions 
that can be read into the article 30 exceptions.

As seen, a compulsory licence as opposed to a voluntary licence, is 
that which is granted by a public authority without the right holder’s prior 
authorisation. It is also called government use licence or non-voluntary 
licence. A compulsory licence is granted by government for its use or the 
use of  third party who requests it. There are grounds and conditions for 
granting a compulsory licence (excerpted from the TRIPS Agreement – 
Box 1 above). The conditions are found under article 31. They conditions 
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comprise paragraphs (a)-(l) of  article 31. As to the grounds, some are 
found under article 31 amid the conditions. This is the case of  paragraphs 
(b) and (k) of  article 31 TRIPS. Thus, in terms of  (k), an anti-competitive 
practice is both a condition for granting a compulsory license and a 
ground (reason/justification) for granting the same. Meanwhile, the bulk 
of  the grounds are found in (b) and others are found in other articles of  
the TRIPS, while still others may be drawn by inference. In any case, a 
compulsory licence measure is subjected to the payment of  a reasonable 
amount of  compensation in the form of  royalties, which can be contested 
before the national courts of  the country undertaking the measure.

The following grounds are found under article 31 and elsewhere in the 
TRIPS Agreement:

• Refusal to deal. This is a situation under 31(b). Normally, a compulsory 
licence is granted on the ground that negotiations for a voluntary 
licence with the patent holder on reasonable terms and within a 
reasonable period of  time have failed.

• Extreme urgency or other circumstances of  extreme urgency under 31(b). 
In this situation the condition of  prior negotiation above is waived 
because of  the need to quickly address the public health situation. 
Here the right owner shall be informed of  the measure as soon as 
reasonably possible. Also, prior negotiation if  the compulsory license 
measure is for public non-commercial use (below), or it is to correct 
anti-competitive practices such as overpricing.

• Public non-commercial use by government (31(b)). Here the right holder 
should be informed as early as possible after the measure has been 
taken.

• Correction of  anti-competitive practices by the patentee (articles 8(2); 
31(k); and 40(2) and (3)). Examples here would be monopolistic abuse 
of  the market such as high prices, and limited production or supplies 
in order to skyrocket prices.

• Dependent patents or second patents (paragraph (l)). This is where a 
second patent cannot be successfully exploited without the first patent.

It shall be seen when discussing the Doha Declaration on the TRIPS and 
Public Health in the next chapter (chapter 5) that WTO members are 
free to determine the grounds for granting a compulsory licence within 
and outside TRIPS. Grounds outside TRIPS include ‘public interest’ and 
‘failure to work’. These may be drawn by inference from TRIPS or from 
practice. It is therefore clear that WTO member countries are not tied to 
the grounds expressly stated in the TRIPS Agreement.
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Correa (1998) has suggested other grounds may include public interest 
(as is the case under German Patent Law) and failure to work or insufficient 
working locally of  the patent within a reasonable period of  time. The latter 
ground needs elucidation.

Failure to work or insufficient working

The failure to work ground of  compulsory licence is not expressly 
mentioned in the TRIPS Agreement and is only deduced. It should be 
noted here that the local working condition means that the foreign patent 
holder is required work the invention locally and not through importation 
of  the product. The reason for incorporating the local working condition 
in national laws is that most countries felt the need to encourage national 
industries through the transfer of  technology. This is now in line with 
article 8.1 of  TRIPS since local working of  a patent would contribute to 
the ‘promotion of  socio-economic and technological development’ in a 
sector of  vital importance. The issue of  transfer of  technology is reiterated 
in article 8.2, which empowers WTO members to take measures to 
prevent abuse of  patent rights or practices which unreasonably affect the 
transfer of  technology. The notion of  abuse as a corrective measure is also 
contained in article 8.2 of  TRIPS:

Appropriate measures, provided that they are consistent with the provisions of  
this Agreement, may be needed to prevent the abuse of  intellectual property 
rights by right holders or the resort to practices which unreasonably restrain 
trade or adversely affect the international transfer of  technology.

The requirement of  local working under national law equally constitutes 
a ‘necessary measure’ under the article.3 Although the TRIPS Agreement 
does not expressly mention the failure to work or insufficient working 
ground, it is expressly mentioned in the Paris Convention for the Protection 
of  Industrial Property (1883 as revised at Stockholm 1967) which the 
TRIPS Agreement expressly incorporates.4 Thus, the TRIPS Agreement 
incorporates article 5A(2) of  the Paris Convention which recognises the 
right of  members to resort to compulsory licensing for failure to work a 
patent. It provides: 

3 Art 8.1: ‘Members may, in formulating or amending their laws and regulations, adopt 
measures necessary to protect public health and nutrition, and to promote the public 
interest in sectors of  vital importance to their socio-economic and technological 
development, provided that such measures are consistent with the provisions of  this 
Agreement’.

4 Art 2.2 TRIPS.
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Union Members shall have the right to take legislative measures providing 
for the grant of  compulsory licences to prevent abuses which might result 
from the exercise of  the exclusive rights conferred by the patent, for example, 
failure to work.

However, it has been submitted that the failure to work condition as a 
ground of  compulsory licence is contrary to, and defeats the essence 
of  article 27.1 of  TRIPS which saddles discrimination between locally 
produced and imported products.5 This is so because 27.1 rejects any 
discrimination between the local working of  a patent and importations to 
fulfil the condition of  working or a patent. 

[…] patents shall be available and patent rights enjoyable without discrimination 
as to the place of  invention, the field of  technology and whether products are 
imported or locally produced.

Local working under the revised OAPI Revised Bangui Agreement (1999)

The 1999 revised Bangui Agreement allows the importation to satisfy the 
local working condition and appears to be a TRIPS plus standard. Article 
7 of  the OAPI Agreement deals with rights conferred under a patent. It 
provides: 

…
3. For the purposes of  this Annex, the ‘working’ of  a patented invention means 

one or other of  the following acts: 
a. where the patent has been granted for a product: 
i. manufacturing, importing, offering for sale, selling and using the product. 

It should be remarked that TRIPS allows imports to work a patent in its 
article 27.1 cited above. However, States are not bound to take it since it 
is just one of  two options of  working of  a patent, the other being local 
working which should be cherished. As seen earlier, the advantage of  
requiring local working is that it would enable transfer of  technology and 
promote social and technological development. TRIPS is a minimum 
standard agreement which allows any other measure which takes into 
consideration countries’ specific health concerns, so long as the measures 
are in line with the spirit of  the Agreement. This is enshrined in article 
8.1 TRIPS, which enjoins WTO members to adopt measures supportive 
of  public health and paragraph 4 of  the Doha Declaration recommends 
that members should interpret and implement the TRIPS provisions in a 
‘manner supportive of  their right to protect public health and, in particular, 

5 See n 1 at 77-78.
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to promote access to medicines for all’. As seen earlier, this is comforted 
by the Vienna Convention on the Law of  Treaties, which provides that a 
treaty should be interpreted in the light of  its object and purpose. 

The Bangui Agreement, however, takes the opposite stance with 
respect to importation to work a patent in the case non-voluntary licence. 
Article 49 deals with the grant of  non-voluntary licence. Article 49(3)(a) 
provides that a ‘non-voluntary license […] cannot extend to the act of  
importation’. This means that unlike under article 7(3)(a)(i) where the 
patent holder is not bound to work the patent locally but may simply (work 
it abroad and) import the product, article 49(3)(a) requires the beneficiary 
of  a compulsory licence to produce locally and prohibits importation of  
the product. The upshot is that, if  an OAPI member grants a compulsory 
licence on a patented medicine, it should be worked locally and cannot be 
satisfied by importing the product, even where the member does not have 
the requisite capacity to manufacture locally. This appears to be another 
‘TRIPS plus’ standard that stifles access to medicines and is against the 
article 8.1 TRIPS, paragraph 4 of  Doha Declaration and, particularly, the 
August 2003 Decision of  the General Council of  TRIPS introducing the 
waiver on the article 31(f) TRIPS difficulty (relating to the insufficient 
or no manufacturing capacity of  WTO members wishing to resort to a 
compulsory licensing measure). As mentioned in the last chapter, this 
waiver has been consolidated into an amendment of  article 31 – article 
31bis, which is fully discussed in the next chapter.

On both extremes of  articles 7(3)(a)(i) and 49(3)(a) of  the OAPI 
Agreement, are TRIPS plus standards. On the one hand they are TRIPS 
compliant, but on the hand they are not. They are not in the sense that 
they violate an OAPI WTO members’ right to resort to measures which 
are supportive of  public health measures to ensure access to medicines. 
Also they are not because they do not encourage the transfer of  technology 
and promotion of  social and technological development to build the 
national pharmaceutical industry which would enable local production of  
medicines under compulsory licensing schemes.

Remarks on the ‘failure to work’ or ‘insufficient local’ working ground

Two issues are involved in the failure to work or insufficient local 
working ground. The first is that a distinction has been drawn between 
discrimination and differentiation under the provision (Box 6). The second 
is that the non-working or insufficient working ground for compulsory 
licence has been incorporated in some national laws varyingly. Some have 
set a time limit above which the failure to work is consummated. Such 
is the case of  the revised OAPI Bangui Agreement and the Danish law 
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reproduced in Box 6 below. However, in most cases, and all the country 
examples excerpted in Box 6 below, the grant of  a compulsory licence 
on the ground of  failure to work or insufficient working is operative if  
there is no reasonable justification for such failure to work or insufficient 
working. It is not clear how failure to work or insufficient local working is 
determined and by whom. However, this may be done by through national 
administrative or judicial processes.

Box 6. Non-working or insufficient working of a patent

(Excerpted from Third World Network (2003) Manual on Good Practices in 
Public Health-Sensitive Policy Measures and Patent Laws 76-78)

…

C.1 Note on non-working or insufficiency of working

…

Whilst there has been no decision of  a WTO dispute settlement panel on 
this issue, it was indicated in the Canada-Generics decision that article 
31 is subject to the rule of  non-discrimination, as stated in article 27.1 
of  TRIPS. However, it is suggested that the dispute panel distinguished 
between ‘discrimination’, which is the conduct prohibited by article 
27.1, and ‘differentiation’, which is not. Thus, where governments adopt 
different rules for particular products or locations of  production for bona 
fide purposes, this may be permitted. For example, adoption of  rule for 
improper purposes, such as to solely confer an economic advantage on 
local products, would not be permitted, but where compelling public 
interests exist, differentiation may be allowed.

It is also arguable that article 8.1 of  the TRIPS Agreement allows the 
granting of  compulsory licences on the grounds of  lack of  local working, 
when such a lack affects the commercial or industrial development in a 
country’s sectors of  vital interest. With the Doha Declaration’s exhortation 
that the principles and objectives of  the Agreement should be taken into 
account in its interpretation, this argument gains more strength.

In the meanwhile, existing state practice indicates that the national 
laws of  a number of  developed countries do incorporate non-working/
local working as a ground for the issue of  compulsory licences. These are 
listed below.
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D. Examples of state practice

Non-working/local working

United Kingdom: Patents Act 1977 chapter 37 (as amended by Copyright, 
Designs and Patents Act 1988)

Section 48(3): The grounds (for the grant of  compulsory licences) are:

a. where the patented invention is capable of  being commercially worked in the 
United Kingdom, that it is not being so worked to the fullest extent that is 
reasonably practicable;

b. where the patented invention is a product, that a demand for the product of  
the United Kingdom –
i. is not being met on reasonable terms, or
ii. is being met to a substantial extent by importation

c. where the patented invention is capable of  being commercially worked in the 
United Kingdom, hat it is being prevented or hindered from being so worked – 
i. where the invention is a product, by the importation of  the product
ii. the invention is a process, by the importation of  the product obtained 

directly by means of  the process or to which the process id being applied.

Denmark: The Consolidated Patents Act No 366 of  June 9, 1998 Publication 
of  the Patent Act, cf  Consolidated Act No 824 of  3 September 1996 as amended 
by Act 972 of  17 December 1997 

Section 45-(1): If  a patent is not worked to a reasonable extent in Denmark when 
three years have elapsed from the grant of  the patent and four years have elapsed 
from the filing of  the patent application, any person wishing to work the invention 
in Denmark may obtain a compulsory licence to do so unless there are legitimate 
reasons for failure to work the patent.

Australia: Patent Law (Federal Law of  1970, as last amended by the Law 
of  May 23, 1984, amending the Patent Law and the Law Introducing Patent 
Treaties)

Section 36(2): Where a patented invention is not worked sufficiently in Australia 
and where the patentee has not taken all steps required for such working, any person 
may apply for a licence to work the patent for the purposes of  his business, unless 
the patentee shows that the invention could not reasonably have been worked, or 
could not reasonably have been worked to a greater extent, in Australia owing to 
difficulties of  exploitation.

...
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Revised Bangui Agreement 1999

Title IV

Non-voluntary licenses

… 

Article 46

Non-voluntary license for non-working

1. At the request of  any person made after the expiry of  a period of  four 
years from the filing date of  the patent application or three years from 
the date of  grant of  the patent, whichever period expires last, a non-
voluntary license may be granted where one or more of  the following 
conditions are fulfilled: 
a. the patented invention is not being worked on the territory of  a 

member State at the time the request is made; 
b. the working of  the patented invention on such territory does not 

meet the demand for the protected product on reasonable terms; 
c. on account of  the refusal of  the owner of  the patent to grant 

licenses on reasonable commercial terms and procedures, the 
establishment or development of  industrial or commercial 
activities on such territory is unfairly and substantially prejudiced. 

2. Notwithstanding the provisions of  paragraph (1) above, a non-
voluntary license may not be granted if  the owner of  the patent 
provides legitimate reasons for the non-working of  the invention.

2.3.2 Compulsory licence under article 31 as a corrective measure and 
transferability of  compulsory licensing rights

If  the ground for the licence is to correct an anti-competitive measure 
then: First, paragraph (k) of  article 31 TRIPS provides that the conditions 
in paragraph (b) – in respect of  prior negotiations – , and paragraph (f) 
– on predominant use (of  the manufactured or imported products under 
the compulsory licence) in the domestic market –, do not apply. (The 
understanding in the latter situation is that the predominant portion or 
entire production could be exported). Second, it is possible to reduce the 
amount of  compensation paid to the patent holder.6

6 As above 26.
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It should also be noted that under article 31, a compulsory licensing 
measure is granted on a case by case basis, is not transferable (non-
assignable) and is defined in scope and time. The time factor means that it 
should be for specified duration. Thus, the measure must cease at the end 
of  the situation, which necessitated its grant. Some interesting features 
appear in the revised OAPI 1999 Bangui Agreement in relation to the 
provisions related to some of  these issues. First, the Agreement allows 
assignability of  a compulsory licence (non-voluntary licence) to a third 
party together with the establishment of  the beneficiary of  the licence 
(licensee) or with the portion of  the establishment that works the patented 
invention, with the authorisation of  the competent civil court in the 
Member State. However, the owner of  the patent is granted an opportunity 
to be heard before the authorisation may be granted. It is not clear why 
the OAPI legislator decided to provide this exception of  transferability 
of  the compulsory licence from the beneficiary (licensee) to a third party. 
Perhaps it may be to prevent a situation of  failure to work or insufficient 
working by the licensee This is therefore helpful in the case of  access 
to medicines in that a compulsory licence that was issued to remedy a 
national health emergency situation by ensuring access to medicines is not 
clogged in another dilemma of  non-working or insufficient working of  the 
invention. This is a logical measure by because as discussed earlier, article 
49(3)(a) of  the revised Bangui Agreement does not allow imports to fill the 
gap in the event of  non-voluntary licensing.

Second, under the Bangui Agreement, there are express limitations 
to the beneficiary of  a compulsory licensee’s rights, which may result in 
a complete loss of  rights. Hence, the licensee’s rights may be redefined 
if  justified under the circumstances or the compulsory licence may be 
withdrawn altogether at the request of  the patent holder, in each case, by 
the competent civil court in the member state. Withdrawal may take place 
if: the grounds for the grant of  the compulsory license have ceased to exist; 
if  the beneficiary exceeds the scope of  the license; or if  the beneficiary is 
in arrears with the payment of  the remuneration (Box 7).

Box 7. 

Revised OAPI Bangui agreement

…
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Article 51

Limitation of  the Non-Voluntary License

1. The beneficiary of  the non-voluntary license may not, without the 
consent of  the owner of  the patent, grant any third party permission 
to perform any of  the acts that he is authorized to perform under the 
non-voluntary license. 

2. Notwithstanding the provisions of  paragraph (1) above, a non-
voluntary license may be transferred together with the establishment 
of  the beneficiary of  the non-voluntary license or with the portion 
of  his establishment that exploits the patented invention. No such 
transfer shall be valid without the authorization of  the civil court. 
Before granting the authorization, the civil court shall give the owner 
of  the patent a hearing. The civil court shall notify the authorization 
to the Organization, which shall register and publish it. Any transfer 
so authorized shall cause the new beneficiary of  the non-voluntary 
license to accept the same obligations as those that were incumbent 
on the former beneficiary. 

Article 52

Amendment and Withdrawal of  the Non-Voluntary License

1. At the request of  the owner of  the patent or the beneficiary of  the non-
voluntary license, the civil court may amend the decision on the grant 
of  the non-voluntary license where new facts justify such amendment. 

2. At the request of  the owner of  the patent, the civil court shall withdraw 
the non-voluntary license 
a. if  the grounds for its grant have ceased to exist; 
b. if  the beneficiary exceeds the scope of  the license under article 

49(4)(a) above; 
c. if  the beneficiary is in arrears with the payment of  the 

remuneration referred to in article 49(4)(b) above. 
3. Where the non-voluntary license is withdrawn under paragraph (2)(a) 

above, the beneficiary of  the non-voluntary license shall be allowed a 
reasonable period within which to cease working the invention where 
immediate cessation would have serious adverse consequences for 
him. 

4. The provisions of  articles 48 and 49 of  this Annex shall apply to the 
amendment or withdrawal of  the non-voluntary license.

…
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3 The initial difficulty under article 31

Paragraph (f) of  article 31 TRIPS has been a source of  misunderstanding 
and is in effect a setback to using compulsory licence in developing 
countries and particularly LDCs. It requires that the production under 
the licence should be supplied predominantly in the domestic market. 
This poses a problem of  economies of  scale whereby huge technology 
and investments would be put in place to produce medicines for a 
small population and only temporarily as in the case of  non-chronic 
communicable diseases such as cholera or tuberculosis. How would this 
investment be recouped? Besides, it is not obvious that a needy country 
can request a third party country to manufacture under the licence and 
export to its needy market since the third party country would have to also 
decree a compulsory licence on the same product on its own territory. The 
stakes and interests and political ramifications here with the patent holder 
are numerous. Moreover, if  the granting country wishes to produce itself  
under the licence, it may not have the requisite manufacturing capacity. 
In fact, there are very few countries in the developing world having the 
manufacturing capacity to process medicinal molecules or, a sustainable 
domestic market to consume production predominantly locally if  they 
were to have the manufacturing capacity.

Article 31(f) in this state was an obstacle to accessing medicines by 
poorer countries with insufficient or no manufacturing capacity. This 
problem and other situations led to the need to interpret the TRIPS 
flexibilities. However, there were other situations which added up to the 
urgent need to interpret the TRIPS Agreement in a pro-public health 
manner. The other situations included:

• Political threats of  sanctions from developed countries against 
developing countries that intended to undertake compulsory licences;

• The growing concerns about free trade agreements that contain higher 
standards of  protection of  IPRs than TRIPS; 

• The fact that some developed countries found themselves in the 
same situation as developing countries seeking compulsory licence 
on a product owned by a foreign company. This was the case of  the 
US (and also Canada) that was in need of  ciprofloxacin an anti to 
anthrax during the anthrax threat in 2001. The US sought to grant 
a compulsory licence against patented drug owned by a German 
company, Bayer; and

• The solution to the dual problem under article 31(f) relating to 
the consumption of  the larger quota in the domestic market of  
the country granting the compulsory licence and the lack of, or 
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insufficient manufacturing capacity of  developing countries willing to 
resort to the compulsory licence measure (whence the advent of  the 
amendment of  article 31-31bis)

4 Way forward

The difficulties generated by the compulsory licensing scheme under 31 
warranted a reasonable and authoritative interpretation of  the TRIPS that 
takes into consideration the public health concerns of  developing and 
least developed countries, particularly, in relation to access to medicines 
to address the disease burden in these countries. This was met in the 
Doha Declaration (2001), where the TRIPS Agreement was interpreted 
in a manner supportive of  public health in line with articles 7 and 8 to 
ensure access to much needed medicines in deprived populations. The 
Doha Declaration was a strong political statement by the WTO members’ 
trade ministers, but more, an authoritative interpretation of  the TRIPS 
flexibilities to promote access to medicines in developing countries and 
LDCs, thereby putting health needs over trade interests. The next chapter 
deals with the Doha Declaration and its impact.
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Annexure

Twenty years after the entry into force of  the TRIPS Agreement and 14 
years after the Doha Declaration, over 35 African countries have issued a 
government use licence for the importation of  HIV/AIDS ARVs.

1. Angola (15 November 2005) – notification of  non-observance of  
patents data exclusivity until 2016

2. Belarus (12 February 2004) – importation of  ARVs

3. Burkina Faso (31 October 2005) – importation of  ARVs

4. Burundi (17 May 2005) – importation of  ARVs

5. Cameroon (2000) – importation of  ARVs

6. Central African Republic (19 September 2005) – importation of  ARVs

7. Kingdom of  Cambodia (18 January 2005) – importation of  ARVs

8. Cuba (05 October 2004) – importation of  ARVs

9. East Timor (05 Janaury 2005) – importation of  ARVs

10. Equatorial Guinea (17 July 2004) – importation of  ARVs. The table 
below shows the ARVs imported by Equatorial Guinea under the 
compulsory licence.
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Manufacturer Generic Name PKG Qty

B1
NEVIRAPINE
200MG TAB

60 120

B1
NEVIRAPINE

10mg/ml Oral solution
240 6

Bristol
STAVUDINE 30MG 

CAP
60 120

GSK
LAMIVUDINE 

150MG TAB
60 120

GSK
ZIDOVIDINE 
300MG TAB

60 12

Merck
EFAVIRENZ 600MG 

CAP
30 12

Gilead TENOFOVIR 300MG TAB 30 12

GSK ABACAVIR 300MG TAB 60 12

11. Eritrea (08 June (2005) – importation of  ARVs

12. Ethiopia (06 September 2004) – importation of  ARVs

13. Gabon (12 February (2005)

14. Gambia (21 November 2004)

15. Georgia (2 September 2004)

16. Ghana (26 October 2005) – importation of  ARVs

17. Guatemala (26 May 2005) – importation of  ARVs

18. Guyana (16 August 2005) – importation of  ARVs – Government use

19. Haiti (16 February 2005) – importation of  ARVs

20. Honduras (27 April) 2005

21. Lesotho (2 August 2004) – importation of  ARVs
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22. Liberia (12 January 2005) – importation of  ARVs

23. Malawi (15 September 2005) – importation of  ARVs

24. Mauritania (19 December 2004) – importation of  ARVs

25. Mozambique (4 May 1999; 2004; 17 May 2005; 2006) – importation 
of  ARVs

26. Myanmar (10 March 2005) – importation of  ARVs

27. Nigeria (23 September 2005) – importation of  ARVs – Government 
use

28. Republic of  Guinea (26 July 2004) – importation of  ARVs

29. Rwanda (2007) – importation under the August 2003 waiver

30. Senegal (March 2006) – importation of  ARVs

31. Tajikistan (6 September 2005) – importation of  ARVs

32. Chad (24 August 2005) – importation of  ARVs

33. Ukraine (31 March 2004) – importation of  ARVs

34. Zambia (2004) – production of  ARVs and HIV/AIDS related drugs

35. Zimbabwe (2003; 2005) – making and importing of  any patented 
medication



144   Chapter 4

Table 1: LDCs’ use of  DOHA Paragraph 7 Pharmaceutical Waiver  
 (2001-2014)

Source: E ‘t Hoen Private Patents and Public Health Changing Intellectual Property Rules for Access 
to Medicines (2016) Health Action International) 62. 
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conTribuTions of The doha 
declaraTion and key PosT 

doha develoPmenTs

1 Introduction

Discussions in this chapter follow on from those in the previous chapter, 
notably, in relation to the difficulties encountered by developing countries 
and LDCs in resorting to the TRIPS flexibilities such as compulsory 
licensing. It was mentioned that these difficulties led to the urgent need 
to clarify the TRIPS flexibilities. The content of  the Doha Declaration 
is therefore examined in terms of  the clarifications it made as well as 
some key developments that followed the Declaration. It should be noted 
that the Declaration attempted to clarify the purpose and objectives of  
the TRIPS Agreement to dispel misunderstanding or misinterpretation.1 
The height of  this misunderstanding was when thirty-nine pharmaceutical 
companies dragged the government of  South Africa to court for asserting 
the right to use parallel imports in line with the relevant TRIPS provisions, 
in an attempt to obtain cheaper medicines from abroad (Boxes 7 and 8 
below). After 2003, WTO member countries without or with insufficient 
manufacturing capacity, could make effective use of  compulsory licensing 
through the soc-called ‘paragraph 6 system’ under the 2003 Council of  
TRIPS Decision, and presently, under article 31bis TRIPS consolidating 
the 2003 system. This gives poor countries additional flexibility under the 
TRIPS Agreement to gain access to affordable medicines. 

To better understand the issues discussed herein, it is strongly advisable 
for any reader to consult Carlos Correa’s publication on the implications 
of  the Doha Declaration: ‘Implications of  the Doha Declaration on the 
TRIPS Agreement and Public Health’ (2002). 

1 F Ismail ‘The Doha Declaration on TRIPS and public health and negotiations in the 
WTO on para 6: Why PhRMA needs to join the consensus’ (2003) 3(3) Journal of  
World Intellectual Property 395.
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2 Reasons for the Doha Declaration

The Doha Declaration on the TRIPS Agreement and Public Health2 came 
about as a result of  the fallacious restrictive interpretations of  the TRIPS 
flexibilities, in a manner unsupportive of  public health needs, sometimes 
leading to the so called ‘TRIPS plus’ standards. Still, on some occasions, 
developing countries and LDCs simply avoided resorting to the flexibilities 
for political reasons and threats from pharmaceutical industries and their 
home countries. Of  all the reasons, the use of  threat seem to be central 
in explaining fear of  developing countries to utilising TRIPS flexibilities 
more than even the fallacious misinterpretations of  the Agreement itself. 

It has been rightly submitted in this regard that TRIPS was obtained 
by exerting pressure on developing countries by developed countries and 
the same strategy is being used to enforce the Agreement.3 The US has 
often used the threat of  sanctions and the withdrawal of  aid. Countries 
such as Thailand, India and South Africa have come under such threats. 
Yet, prohibition of  the threat of  use of  force or the actual of  use of  force in 
international treaty obligations has been accepted by all countries including 
the US. The question is, to what extent is this respected? The International 
Court of  Justice (ICJ) has said that acceptance of  the prohibition of  use 
of  force ‘confirms the existence of  an opinio juris of  States prohibiting the 
use of  force in international relations’.4 The Court recalled that a further 
confirmation of  the validity of  this principle as customary international 
law expressed in article 2(4) of  the Charter of  the UN, may be found in the 
fact that it is frequently referred to in statements by states as being not only a 
principle of  that law but also, a jus cogens norm. The Court recalled that the 
International Law Commission has expressed the view that ‘the law of  the 
Charter concerning the prohibition of  the use of  force in itself  constitutes 
a conspicuous example of  a rule in international law having the character 
of  jus cogens … ’.5 However the niceties of  these pronouncements, this has 
not stopped the United States, for example, from exerting pressure on 
developing countries (South Africa, Brazil, Thailand etcetera) when they 
sought the face of  TRIPS flexibilities under its famous trade sanctions 

2 WTO Ministerial Conference Declaration on the TRIPS Agreement and public health, 
adopted on 14 November 2001, WTO/MIN(01)/DEC/W/2 (20 November 2001). 
See Ann 2 of  this chapter.

3 S Templeman ‘Intellectual property’ (1998) Journal of  International Economic Law  
603-606. 

4 Military and Paramilitary Activities (Nicaragua v United States) Merits, J., (27 June 1986 ICJ 
Rep 1986) p 14.

5 As above 100-101.
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regime, ‘special 301’ procedures.6 (Box 1).

Box 1. Explanation and foreign reaction to Special 301 procedures

(Excerpt from, D Shanker (2003) Legitimacy of  the TRIPS)

…

VI. Coercion and the validity of  trips

In 1984, the US Trade Act of  1974 underwent significant change, with the 
authorization for the USTR to take action against countries, even without 
a showing of  injury, if  they did not give adequate intellectual protection as 
per the U.S. requirement. After it underwent a number of  amendments, the 
most important change was made during the Uruguay Round negotiations 
through the Omnibus Trade and Competitiveness Act of  1988, the so-
called ‘Special 301’, which gave a unilateral power of  the USTR to identify 
foreign States denying intellectual property protection to US firms as per 
the allegations of  the U.S. industry and to designate them as different 
categories of  culprits. Once a country was designated as a ‘priority foreign 
country’, the USTR would have to initiate an investigation within thirty 
days to determine whether foreign practices violated the US requirements 
on intellectual property or were unreasonable or discriminatory. The 
enhancement of  the authority of  the USTR enabled it to single out 
countries opposed to the TRIPS Agreement for punitive action. The 
countries identified on this list in 1989-immediately after the Special 301 
was passed-were India, Brazil, Taiwan and Thailand, that is, all the major 
countries which opposed the inclusion of  intellectual property rights in 
the Uruguay Round and were objecting to various provisions in TRIPS 
which, in a certain respect, were far more restrictive than the then-existing 
provisions in the developed countries. Gathii was quite emphatic that the 
TRIPS Agreement came about in its present form only because of  the 
use of  Special 301, which threatened the negotiation parties with punitive 
actions in case of  opposition. At the June 1991 Meeting of  the Negotiation 
Group, one of  the participants expressed grave concerns about the Special 
301 provisions and suggested that the nomination of  ‘priority foreign 
countries’ was, in itself, a violation of  the commitments under the Punta 

6 For a detailed explanation and impact of  the special 301 procedures, see, S Flynn 
‘Special 301 in the Obama administration: the assault on international generic 
medicines continues’ https://digitalcommons.wcl.american.edu/cgi/viewcontent.cgi 
?article=1000&context=pijip_facsch&httpsredir=1&referer= (accessed 15 November 
2021).

147Contributions of  the Doha Declaration and key post Doha developments



del Este declaration on standstill and rollback which required participants 
not to take any measures that might improve their negotiation positions. 
The concern expressed was that:

[…] the implementation of  the US Trade Law against other countries, either 
at the stage of  merely identifying priority countries or of  actual retaliation, 
would surely improve or strengthen the position of  the US and weaken the 
position of  other countries.

This concern was supported by other countries, one of  whom said that 
in spite of  the quick pace and positive attitude his country had shown 
in respect of  the protection of  intellectual property rights, it had been 
identified as one of  the Special 301 priority foreign countries. A large 
number of  countries expressed the concern that the Special 301 provisions 
were being taken ‘I order to create pressure on countries to change their 
negotiating position’.

Brazil’s Ambassador, Celso Amorium, raised this issue in the GATT 
Council in May 1993, saying that:

By threatening to make use of  unilateral trade measures, the U.S. Government 
reinforces doubts the international community has as to the sincerity of  the 
U.S. commitments to the multilateral trade rules, as embodied in the GATT, 
as well as to the negotiations in the Uruguay Round.

Specifically in the domain of  IP, Lord Templeman has said in relation 
to the use of  pressure to obtain heightened protection in the TRIPS 
Agreement that: ‘All the increases of  patent […] protection were obtained 
by power lobbies persuading individual governments to take action and 
then persuading all others to ‘harmonize’ their legislation, thus obtaining 
worldwide monopolies […] The excuse for increases in patent protection 
is said to be the delay in the testing of  pharmaceutical and similar 
products for health and safety reasons after application has been made 
for a patent’.7 The Montréal Statement on the Human Right to Essential 
Medicines (2005) has been more focused on, and emphatic against the use 
duress in access to medicines situation. It advises states to avoid measures 
that ‘hamper the implementation of  such flexibilities and safeguards, or 
otherwise impede access to medicines’.8 It provides that States are entitled 

7 Templeman (n 3) 603-606; see also Shanker ‘Legitimacy of  the TRIPS’ (2003) 6 Journal 
of  World Intellectual Property 181.

8 Para 11.
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and obliged to take all reasonable and feasible steps to enable access to 
essential medicines, including adopting trade practices and using trade 
flexibilities and safeguards, such as compulsory licensing and parallel 
importing. 

Despite such safeguards, it became clear, for example, that some 
LDCs were not taking advantage of  the moratorium prescribed under 
paragraph 7 of  the Doha Declaration, not to observe pharmaceutical 
patents and moved on to be become fully TRIPS compliant. Uganda and 
the greater bulk of  OAPI members (thirteen) who are LDCs, are examples 
here.9 However, some provisions in themselves were barren-laden for 
those countries because they offered nothing, if  not of  instead taking 
back. TRIPS therefore seems to be blowing both hot and cold. The major 
example here is article 31 TRIPS on compulsory licence, particularly in its 
paragraph (f) discussed in chapter 4, whether prior to, or on the aftermath 
of  the advent of  article 31bis. It has been seen that article 8 TRIPS advises 
that in formulating or amending their laws, WTO member countries are 
free to adopt measures supportive of  public health. Besides, this would 
meet great support from the human rights regime under the right to 
health. But despite the opening in article 30, which ushers exceptions 
to the exclusive rights over a patent in article 28, developing countries 
continue to shy away from a range of  available flexibility options. In the 
meantime, compulsory licence became of  interest to developed countries 
as well. On the aftermath of  9/11, the US and Canada came under the 
threat of  anthrax attack and, eventually, equally started considering 
compulsory licensing over the anti-anthrax drug, ciprofloxacin of  the 
German manufacturer – Bayer.

3 Status and scope of the Declaration

Although the Doha Declaration was a strong political achievement that 
binds WTO members and WTO organs such as the Dispute Settlement 
Body, it was no amendment of  the TRIPS Agreement. It remains an 
authoritative interpretation of  the TRIPS flexibilities to ensure access to 
essentials medicines in developing countries and LDCs. The Declaration 
did not solve the article 31(f) problem of  TRIPS (in relation to insufficient 
or lack of  manufacturing of  LDCs) either until the advent of  the 2003 
Decision, article 31bis. Nonetheless, it registered a landmark achievement: 
giving primacy to public health over private IPRs, from the standpoint of  
the authoritative tone of  its famous paragraph 4 which reads:

9 See Ann 3 of  this chapter.
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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.

Box 2. Legal status of the Doha Declaration

(Excerpted from: J Gathii (2002) The legal status of  the Doha Declaration 
on Trips and Public Health under the Vienna Convention on the Law of  Treaties 
299-301)

…

IV. The legal status of  the Doha Declaration 

The Doha Declaration was necessary because interpretation of  TRIPS 
based on the text, context, object and purpose, and good faith did not 
settle divergent interpretations. My analysis of  the legal status of  the Doha 
Declaration under international law discloses at least three possibilities: 

1. As a subsequent agreement under article 31 § 3(a) of  the Vienna 
Convention on the Law of  Treaties regarding the interpretation of  the 
TRIPS agreement; 

2. As evidence of  subsequent practice establishing the understanding of  
WTO members regarding interpretation of  the TRIPS Agreement;

3. As a declaration of  commitment and intent that does not constitute 
an enforceable legal obligation. 

A treaty should be interpreted in good faith using the ordinary meaning 
of  its terms in context and in light of  the treaty’s object and purpose. 34 
Text, context, object and purpose, and good faith are used “as one holistic 
rule of  interpretation rather than a sequence of  separate tests to be applied 
in a hierarchical order. “35 article 3.2 of  the WTO’s Dispute Settlement 
Understanding incorporates this rule by requiring the dispute settlement 
panels to clarify WTO provisions “in accordance with customary rules of  
interpretation of  public international law. “Only where application of  this 
rule results in ambiguity can supplementary means of  interpretation be 
used. Subsequent agreements and practice are recognised supplementary 
means of  treaty interpretation under customary international law.
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A. The Doha Declaration as a Subsequent Agreement Under article 31 57 
3(a) of  the Vienna Convention on the Law of  Treaties 

Article 31 § 3(a) of  the Vienna Convention on the Law of  Treaties 
states that “any subsequent agreement between the parties regarding 
the interpretation of  the treaty or the application of  its provisions” shall 
be considered together with its context in the interpretation of  a treaty. 
The International Law Commission has stated: “an agreement as to the 
interpretation of  a provision reached after the conclusion of  the treaty 
represents an authentic interpretation by the parties which must be read 
into the treaty for purposes of  its interpretation’. Article 31 § 3(a) is useful 
to establish the intent of  the parties to a treaty where the text, context, 
object and purpose, and good faith are incapable of  resolving ambiguities, 
n° Subsequent agreements reflect the intent of  the parties and can be used 
to interpret the actual terms of  the treaty. Under recent WTO Appellate 
Body jurisprudence, there is precedent for giving a subsequent agreement 
between parties to a WTO treaty the same legal status as the WTO treaty. 
As described in Part III, the Doha Declaration was negotiated over several 
months by all members of  the WTO initially through the TRIPS Council, 
which in turn made recommendations to the General Council. The 
General Council then reported to the Ministerial Conference at Doha, 
which issued the Doha Declaration. The Ministerial Conference has ‘the 
authority to take on decisions on all matters under any of  the Multilateral 
Trade Agreements’. The Doha Declaration emerged from the WTO 
decision-making framework and was issued by the Ministerial Conference 
at Doha. This is consistent with the WTO’s established practice of  decision-
making by consensus. The various bodies of  the WTO that negotiated 
the Doha Declaration possessed institutional competence, and therefore 
the Declaration was the result of  the lawful process of  negotiation and 
agreement that characterizes the GATT/WTO. Declarations negotiated 
through the legislative process of  the GATT/WTO have been used to 
interpret substantive provisions of  GATT/WTO treaties. Paragraph 16 
of  the Singapore Ministerial Declaration, which summarized the 1996 
Report of  the Committee on the Trade and the Environment, 45 was issued 
at the conclusion of  the 1996 WTO Ministerial Meeting in Singapore. The 
Appellate Body used the Report in its Shrimp-Turtle decision to support its 
findings, referring in particular to the Report’s emphasis on ‘multilateral 
solutions’. This indicates that the Appellate Body viewed the Report as a 
relevant interpretive tool.
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Marco Slotboom is also of  the opinion that the Doha Declaration may be 
seen as subsequent agreement in the sense of  WTO law. This is confirmed 
by the fact that the language of  the Declaration shows consensus. Thus, it 
can be seen that the key paragraphs of  the Declaration start off  with the 
expression ‘we’ indicting that consensus.

Box 3. Legal Status of Doha bis

(Excerpted from M Slotboom (2003) The Exhaustion of  Intellectual Property 
Rights: Different Approaches in EC and WTO Law 433-434)

Could one re-open the above-mentioned debate by denying the 
binding status of  the Doha TRIPS declaration? The answer is clearly 
negative. Paragraph 5 of  the Declaration refers back to paragraph 4. 
Paragraph 4 uses the expression ‘We agree Both Paragraphs have, thus, 
been adopted by consensus of  the Ministers. Both Paragraphs may 
perhaps be considered as a very close approximation of  an interpretation 
within the meaning of  article IX:2 of  the WTO Agreement, although 
they are not based on a recommendation of  the Council for TRIPS as 
prescribed by that provision. Even if  the Doha TRIPS Declaration is not 
a decision within the meaning of  article IX:2 of  the WTO Agreement, 
arguably, it may still be considered a ‘subsequent agreement’ between the 
WTO Members regarding the application of  a treaty’s provisions, which 
is recognised by article 31(3)(a) of  the Vienna Convention on the Law of  
Treaties as a persuasive authority in the interpretation of  article 6 TRIPS

To appreciate this, it is to be recalled that article 31(3)(a) of  the Vienna 
Convention does not define the wording ‘any subsequent agreement’ used 
in that provision. Nevertheless, the term ‘agreement’ seems to be broader 
than the term ‘treaty’ as defined in article 2(1) of  the Vienna Convention, 
also in view of  the word ‘any’. Agreements within the meaning of  article 
31(3)(a) are, therefore, not necessarily subject to the requirements of  
Part II of  the Vienna Convention, inter alia, on expressing consent to be 
bound by a treaty (for instance by means of  ratification). The absence of  
any other formal expression of  consent to be bound by the Doha TRIPS 
Declaration-apart from the wording ‘we agree’ in paragraph 4, and the 
adoption of  the Declaration itself-cannot, therefore, to be put forward 
against the view that the Declaration may be a subsequent within the 
meaning of  article 31(3)(a) of  the Vienna Convention.
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4 Key achievements of Doha Declaration

Paragraph 5 of  the Doha Declaration clarified WTO members’ rights to 
use TRIPS flexibilities and explained these flexibilities. But other issues 
are equally addressed in the Declaration which enhance the flexibilities 
already discussed in the previous chapters and this chapter, some of  
which are recapped below. The following flexibilities were reiterated and 
clarified:

• Compulsory licenses. Every WTO members without discrimination has 
a right to issue a government use licence or compulsory licence within 
its territory. As seen in chapter 4, article 31 of  the TRIPS Agreement 
allows the grant of  compulsory licences subject to certain conditions 
enumerated thereunder. The Doha Declaration reaffirms this, stating 
that WTO members have ‘the right to grant compulsory licences and 
the freedom to determine the grounds upon which such licences are 
granted’ (paragraph 5(b)). Besides the six express grounds for granting 
a compulsory licence found under TRIPS (refusal to deal, national 
emergency and extreme urgency situations, public non-commercial 
use, correction of  anti-competitive practices, and dependent patents), 
on the strength of  the Doha Declaration, members are free to 
determine any further grounds. These further grounds may be ‘public 
interest’ and lack of  or insufficient working (Corea 1998). Members 
are equally free to determine what constitutes national emergency 
and extreme urgency situations, it being understood that tuberculosis, 
malaria, HIV/AIDS and other pandemics can represent such 
situations (paragraph 5(c)). It should be noted that these rights and 
freedoms do not mean that compulsory licences are not regulated. As 
mentioned before, States have to fulfil certain procedures and criteria 
in order to grant a non-voluntary licence.

• Exhaustion of  rights and parallel importation. WTO members are 
free to determine the regime of  exhaustion of  rights (international, 
regional or national) without challenge (paragraph 5(d)). However, as 
mentioned earlier on in chapter 3, there can be no parallel importation 
in the case of  national exhaustion. The regional or international 
regimes would enable parallel imports of  patented medicines first put 
on sale in a regional or international market, without the patent right 
holder’s authorisation. However, the choice of  a regional exhaustion 
mechanism is not necessarily advantageous in the access to medicines 
context as the international regime remains the best option. The OAPI 
example reviewed in chapter 3 is illustrative. Correa has emphasised 
that ‘[a]n international exhaustion of  IPRs doctrine is consistent 
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with the TRIPS Agreement’.10

• Rules of  interpretation. The Declaration contained an umbrella 
clarification and flexibility, namely that the TRIPS should be 
interpreted on the basis of  its object and purpose, that is in conformity 
with articles 7 and 8. The Declaration expressly stated that TRIPS 
‘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’ (paragraph 4). Therefore, any 
interpretive approach in this direction is valid. 

• The balancing of  rights between IP rights holders and users of  IP products 
is also highlighted in the Declaration, while the protection of  IPRs 
was recognised as being necessary to guarantee R&D for innovation 
of  new drugs, it was equally reiterated and acknowledged that 
protection of  IPRs resulted in unaffordable prices of  IP products in 
poor countries (paragraph 3). This situation is an imbalance between 
the rights of  manufacturers and users and it needs to be addressed.

• The moratorium for LDCs not to observe pharmaceutical patents was 
initially postponed for ten-year period, from 2006 to 2016. This 
moratorium was recently extended to 2033 as mentioned below. 
However, while it is unquestionable that the moratorium is in relation 
to product patents, it is not clear whether process patents are also 
covered. Yet, it can be comfortably argued in the face of  any doubts 
that the reference to pharmaceutical patents necessarily includes the 
full scope of  the subject matter of  patents. Besides, on the strength of  
the first flexibility under the Declaration, in applying the customary 
rules of  interpretation of  public international law, each provision of  
the TRIPS Agreement should be read in the light of  the object and 
purpose of  the Agreement as expressed, in particular, in its objectives 
and principles stated in articles 7 and 8 respectively (paragraph 5(a)). 
Thus, it is germane to conclude that process patents are also covered 
in the moratorium since that would widen the scope of  access to 
medicines. Moreover, this is certainly an interpretation ‘in good faith’ 
in the light of  article 31(1) of  the Vienna Conventions on the Law of  
Treaties.

• The major difficulty raised in article 31(f) of  TRIPS relating to 
insufficient or lack of  manufacturing capacity of  WTO members to 
resort to compulsory licensing was deferred for quick action. The 

10 C Correa Intellectual property rights, the WTO and developing countries: The TRIPS 
Agreement and policy options (2002) 82.
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General Council of  TRIPS was instructed to find a solution by the 
end of  2002. However, it only came on 30 August 2003 when the 
waiver was passed (annexure 3).

• The Doha Declaration boosted competition that forced the lowering 
of  prices for ARV therapies (Box 4).

Box 4.  Access to medicines and the Doha Declaration on TRIPS 
and public health

Measuring access to medicines is a complex task, but price is one key 
factor among others. The Doha Declaration on TRIPS and Public Health 
recognised concerns about effects on prices while noting the need for 
innovation. Since the Declaration was adopted in 2001, prices for many 
treatments have fallen significantly, in part due to generic competition and 
tiered pricing schemes (see graph below). Surveys also show a marked 
increase in the use of  TRIPS flexibilities to promote access to medicines. 

• In sum, the Doha Declaration forcefully suggests the primacy of  
public health over private IPRs trade interests, from the standpoint 
of  its paragraph 4, at least when it comes to access to medicines in 
medium and low countries, particularly LDCs. Ellen ‘t Hoen is even 
of  the opinion that the expression ‘measures to protect public health’ 
in paragraph 4 actually stretches the TRIPS Agreement as it is not 
limited to medicines but includes vaccines, diagnostics and other 
health tools needed to facilitate the use of  these products.11

It should, however, be noted that the TRIPS flexibilities explained and 
reiterated in the Doha Declaration are not self-executing; they must be 
incorporated within relevant national laws, else a Member can find itself  
caught up in proceedings before the Dispute Settlement Body.

11 E ’t Hoen Private patents and public health: changing intellectual property rules for access to 
medicines (2016) 33.
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Box 5.  Key facts about TRIPS standards and WTO Members’ 
liability

1. TRIPS is minimum standard agreement but it is also the ceiling 
beyond which WTO Members may not go on the strength of  article 
1 and 8.1

2. TRIPS is IP minimum standard law for WTO members but is not a 
uniform law on the strength of  article 1 which provides: ‘[…] Members 
shall be free to determine the appropriate method of  implementing 
the provisions of  this Agreement within their own legal system and 
practice’. This means that differences abound between countries’ 
IP protection standards and implementation of  obligations under 
national law (Correa 2002 p. 83) and that on the strength of  article 
8.1 and paragraph 4 of  the Doha Declaration members can take any 
measures supportive of  public health

3. Even if  it is contended for example that a member has violated TRIPS 
because that member has taken measures in furtherance of  national 
public health policies pursuant to articles 1, 8.1 and paragraph 4 of  
Doha, private parties cannot sue. As a matter of  fact, private parties 
cannot sue for states violation of  TRIPS standards, only WTO member 
states can bring an action against other member states for violating 
TRIPS standards before the WTO dispute settlement mechanism. 
However, in as much as states can sue others for violations, they are 
not allowed to individually take sanctions against other states for 
violation of  TRIPS standards, such as trade sanctions, although the 
US so frequently does under its famous section 301 provision of  its 
trade law.

5 Post Doha developments

The post Doha era is characterised by a number of  events. But of  all, 
the most significant is the solution to the article 31(f) problem relating 
to the manufacturing capacity of  LDCs. As mentioned above, the Doha 
Declaration postponed this issue to a future enactment by the Council 
for TRIPS. The Council was instructed ‘to find an expeditious solution 
to the problem and to report to the General Council before the end of  
2002’. However, the solution only came in 2003 with the 30 August 2003 
Decision on the implementation of  paragraph 6 of  the Doha Declaration 
(annexure 3), now definitely formalised as an amendment of  TRIPS – 
article 31bis TRIPS. The so-called ‘Paragraph 6 System’ under the 2003 
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Decision provides poor countries an additional flexibility under the 
TRIPS Agreement to gain access to affordable medicines. The paragraph 
6 system allows generic versions of  patented medicines to be produced 
under compulsory license for export to countries that cannot manufacture 
the medicines themselves.

5.1 The ‘Paragraph 6 system’ – article 31bis TRIPS

Preliminary note

The paragraph 6 system was a waiver in relation to article 31(f) TRIPS 
created under the Decision of  the General Council of  TRIPS of  30 August 
2003, to implement paragraph 6 of  the Doha Declaration. It should be 
recalled that paragraph 6 of  the Doha Declaration instructed the General 
Council of  TRIPS to find a solution to the inherent difficulty in article 
31(f) of  TRIPS – the absence, or insufficient manufacturing capacity 
of  LDCs, which rendered them incapable of  resorting to compulsory 
licensing, before the end of  2002. The 30 August 2003 Decision was an 
interim waiver to TRIPS 31(f) and (h) since the system it proposed had to 
be reviewed on an annual basis until the real amendment of  the TRIPS 
replacing these provisions was adopted. The waiver in the 30 August 2003 
Decision (annexure 3) was therefore made permanent in 2005 by a further 
General Council of  TRIPS Decision (at the Hong Kong Ministerial), 
establishing a Protocol to amend the TRIPS Agreement (annexure 4). It 
should be noted that this Protocol is the first multilateral treaty amendment 
agreed to by WTO Members since the TRIPS Agreement came into force 
in 1995. It serves to permanently incorporate into the TRIPS Agreement 
additional flexibilities to grant special compulsory licences for the export 
of  medicines under the ‘Paragraph 6 System’, first established by the 
August 2003 Decision.

The 2005 Decision on the Amendment of  the TRIPS by the General 
Council of  TRIPS of  6 December 2005, adopted a Protocol of  Amendment 
of  TRIPS, introducing an article 31bis, open for acceptance by WTO 
members. Article 31bis is just a formalisation of  30 August 2003 Decision 
and therefore brings a definite solution to the article 31(f) problem, as 
instructed under paragraph 6 of  the Doha Declaration (annexure 1). The 
waiver in article 31bis is both a clarification and modification of  TRIPS 
article 31(f), culminating in its extension. The amendment came into force 
on 17 January 2017, when the required two-thirds quota of  acceptance 
of  WTO members was reached. Article 31bis amendment now officially 
replaces the August 2003 Decision of  the General Council of  TRIPS on 
paragraph 6 of  the Doha Declaration, as instructed in Paragraph 11 of  the 
2005 Decision. 
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The new article 31bis of  the TRIPS Agreement gives full legal effect 
to this system and allows low cost generic medicines to be produced 
and exported under a compulsory licence exclusively for the purpose of  
serving the needs of  countries that cannot manufacture those products 
themselves.

However, the WTO members who have not yet accepted the 
amendment had until 31 December 2019 to do so. For each of  the remaining 
members, the waiver will continue to apply until that member accepts the 
amendment and it takes effect. It is evident form the list of  countries that 
have acceded to the TRIPS amendment that African countries have not 
been in a haste to have the system fully formalised by virtue of  their more 
or less tardy acceptance of  the system (annexure 3). Their respective dates 
of  entry are relatively quite recent, whereas, one would have expected that 
since these countries are at the centre of  the access to medicines quandary, 
they need the facility most and should have therefore constituted the very 
first wave of  countries which have ratified the amendment. It should 
be recalled that Africa holds a significant proportion of  the worldwide 
disease burden, they face serious access to medicines problems in terms of  
affordability and they largely lack the requisite technology to manufacture 
new medicines, and or manufacture medicines under compulsory licenses.

Operation of  the system 

The TRIPS Agreement establishes that unless a compulsory licence 
is granted to remedy anti-competitive practices (31(k)), it must be for 
the predominant supply of  the licensee’s domestic market (31(f)). This 
means that if  a company received a request under a compulsory license 
to manufacture a drug patented in its domestic market, it would not be 
able to do so (without the patentee’s authorisation), if  the production 
was predominantly for export and not for the manufacturer’s domestic 
market. In essence, the article 31bis mechanism solves this problem 
of  manufacture or import for the predominant supply of  the domestic 
market (which defeats economies of  scale), and the problem of  lack of  
manufacturing capacity. Thus, an eligible importing country under the 
system may now request an eligible exporting country to manufacture the 
patented product all or predominantly for export to the requesting eligible 
importing country. 

The article 31bis also has an interesting feature which solves the 
economies of  scale problem arising from the necessity to predominantly 
supply the domestic market. If  an LDC or developing WTO member 
country is a current member of  a regional trade agreement (in the sense of  
the WTO), at least half  of  which are LDCs on the UN’s list of  LDCs, the 
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obligation of  that member under original article 31(f) to predominantly 
supply the domestic market with locally manufactured or imported 
product under the compulsory license does not apply if  the other LDCs 
of  the regional agreement share the same national health problem which 
requires the drug. This may enhance pool purchasing. 

Apart from this situation, there is possibility that generic products 
imported under the mechanism may be diverted into other markets and 
even re-enter the manufacturing exporting country. Of  course, this would 
constitute an unfair trading practice in relation to the patent holder’s right. 
To counteract such possibility, the importing country is required to tighten 
its borders and developed member countries are called upon to assist 
in this respect through technical or logistic support, for example. Also, 
special colouring and packaging of  the products may be used to detect 
diversion of  the drugs so manufactured under the system to other markets 
than those clearly identified. However, such special tags should not have 
any incidence on the cost price of  the drug. 

The system also requires the laws of  exporting countries to change 
since in most cases national laws do not allow predominant exports 
in conformity with the initial article 31(f). In any case, a compulsory 
license should be granted on the patented product in both the importing 
and exporting country if  so patented in the two countries. Also, royalty 
is required to be paid in any of  the countries, either the importing or 
exporting country.

It should be noted that any WTO member that does not expressly 
indicate its intention to use the new (31bis) is held under the original 
31(f) together with all its inconveniences, including the condition of  
predominant supply of  the domestic market. However, it should be noted 
that the new system is not a waiver to article 31(b) of  TRIPS which 
requires prior negotiations with the patent holder in view of  obtaining 
a voluntary license (deal), on reasonable terms within a reasonable time. 
This condition can only be waived, as seen, by a situation of  national 
emergency, other circumstances of  extreme urgency, non-commercial 
public use, failure to work/insufficient working and to correct anti-trade 
practices.

Under article 31bis, LDCs which are WTO members are deemed to 
have insufficient or no manufacturing capacities in the pharmaceutical 
sector.12 Thus, any WTO LDC directly qualifies as an eligible importing 

12 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: 
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country while any other members must indicate their intention to use the 
system to the Council for TRIPS. Some developed had countries expressly 
intimated their intention not to use the system (whilst still under the  
30 August 2003 Decision) as importing countries.13

In implementing the mechanism under the TRIPS amendment, 
African states should be motivated by the fact that enjoyment of  the 
highest attainable standard of  health is one of  the fundamental rights 
defined under ICESCR, the Constitution of  the WHO and the ACHPR. 
The realisation of  this right whether on progressive basis or not includes 
facilities, particularly medicines.

Madalitso Mmeta discusses the then 30 August 2003 (31bis) 
compulsory licensing mechanism and its advantages in the light of  the 
above discussions amongst other issues. 

Box 6. Scope and advantages of the August 2003 Decision

(Excerpted from M Mmeta ‘Amendment to TRIPS Agreement: Consensus 
or Dissension?’ (2006) Tralac Trade Brief  No 5)

…

3. The substantive aspect of the TRIPs Amendment Decision

The substantive aspects of  the TRIPs Amendment Decision are contained 
in article 31bis contained in the Annex to the protocol amending the 
TRIPs Agreement article 31bis reads:

1. The obligations of  an exporting Member under article 31(f) shall not 

‘(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’.  
See Implementation of  paragraph 6 of  the Doha Declaration on the TRIPS Agreement 
and public health, decision of  the General Council of  30 August 2003, GENERAL 
COUNCIL WT/L/540 and Corr.1 1 September 2003, Annex http://www.wto.org/
English/tratop_E/TRIPS_e/implem_para6_e;htm#top (accessed 5 May 2014).

13 Australia, Austria, Belgium, Canada, Denmark, Finland, France, Germany, Greece, 
Iceland, Ireland, Italy, Japan, Luxembourg, the Netherlands, New Zealand, Norway, 
Portugal, Spain, Sweden, Switzerland, the UK and the US.
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apply 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 in paragraph 2 of  the Annex to this 
Agreement.

2. Where a compulsory licence is granted by an exporting Member under 
the system set out in this article and the Annex to this Agreement, 
adequate remuneration pursuant to article 31(h) 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 not apply in respect of  those products for which 
remuneration in accordance with the first sentence of  this paragraph 
is paid in the exporting Member.

3. With a view to harnessing economies of  scale for the purposes of  
enhancing purchasing power for, and facilitating the local production 
of, pharmaceutical products: 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) shall not 
apply 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. Understood that this will not prejudice 
the territorial nature of  the patent rights in question.

4. Members shall not challenge any measures taken in conformity with 
the provisions of  this article and the Annex to this Agreement under 
subparagraph 1(b) and 1(c) of  article XXIII of  GATT 1994.

5. This article and the Annex to this Agreement are without prejudice 
to the rights, obligations and flexibilities that Members have under 
the provisions of  this Agreement other than paragraph (f) and (h) 
of  article 31? Including those reaffirmed by the Declaration on the 
TRIPs Agreement and Public Health (WT/MIN(01)/Dec/2), and to 
their interpretation. They are also without prejudice to the extent to 
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which pharmaceutical products produced under a compulsory licence 
can be exported under the provision of  article 31(f).

For purposes of  this paper, paragraph 1 of  article 31bis shall be referred to 
as the ‘first tier waiver’ and paragraph 3 of  article 31bis shall be referred to 
as the ‘second tier waiver’, described in further detail below.

3.1 First tier waiver: paragraph 1 of article 31bis

The first tier waiver waives, in certain circumstances, the article 31(f) 
requirement that production under compulsory licence should be 
predominantly for the domestic market of  the Member granting the 
compulsory licence. The terms for the grant of  compulsory licences to 
the extent necessary to produce and export pharmaceutical products to 
eligible importing Members will be discussed in the next sections.

3.1.1 Duties of the eligible importing Member

An ‘eligible importing Member’ is defined in paragraph 1(b) of  the Annex 
to the TRIPs Agreement as: 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 set out in article 31bis and this Annex (‘system’) as an importer...

Paragraph 2(a) of  the Annex to the TRIPs Agreement sets out some 
of  the contents of  the notice to the Council. The notice must specify the 
names and quantities of  the product(s) needed. Secondly, it must confirm 
a grant or intention to grant a compulsory licence where the product is 
patented in the territory of  the eligible importing Member. Lastly, all 
non-LDC Members must also confirm that they have insufficient or no 
manufacturing capacity for the product(s) in question.

LDC Members are deemed to have insufficient or no manufacturing 
capacities in the pharmaceutical sector. Other eligible importing members 
may establish insufficient or no manufacturing capacities by showing that 
they have no manufacturing capacity in the pharmaceutical sector; or that 
their capacity, to the exclusion of  the patent owner, is currently insufficient 
for the purposes of  meeting its needs.

Further, importing Members are required to take reasonable measure 
proportionate to their administrative capacities and to the risk of  trade 
diversion to prevent re-exportation of  the product(s) imported under the 
system. A developing country member or LDC Member may request 
technical and financial cooperation from a developed country Member to 
facilitate implementation of  this provision.
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3.1.2 Duties of  the exporting Member

An ‘exporting Member’ is a Member ‘using the system to produce 
pharmaceutical products for, and export them to, an eligible importing 
Member’. According to paragraphs 2(b) and (c) of  the Annex to the TRIPs 
Agreement an exporting Member is required to issue a compulsory licence 
with the following conditions:

a. The allowed quantity must be commensurate with the needs of  the 
eligible importing Members(s);

b. The entire production shall be exported to the eligible importing 
Member(s);

c. The product(s) must bear distinctive features to clearly identify them 
as being produced under the system;

d. Prior to the shipment, the licensee has to post on a website the 
quantities being supplied to each destination and their distinguishing 
features. Licensees may use their own website or, with the assistance 
of  the WTO secretariat, the page on the WTO website dedicated to 
the system; and

e. The exporting Member has to notify the Council the grant of  the 
licence, the conditions attached to it, duration, name and address of  
the licensee among other things.

3.2  Second tier waiver: Paragraph 3 of article 31bis

The second tier waiver is meant to harness economies of  scale for purposes 
of  enhancing purchasing power for, and facilitating the local production of, 
pharmaceutical products. It applies where a developing or LDC Member 
is a party to a regional trade agreement (RTA) with at least half  of  its 
current membership being countries presently on the United Nations list 
of  LDCs. Such a Member can export pharmaceutical products produced 
or imported under a compulsory licence in that Member to the markets of  
those other developing or LDC parties to the RTA that share the health 
problem in question.

There are four main RTAs in Southern and eastern Africa: Southern 
Africa Customs Union (SACU), Southern Africa Development 
Community (SADC), East African Community (EAC) and Common 
Market for Eastern and Southern Africa (COMESA). A look at the United 
Nations’ list of  LDCs shows the following results when applied to these 
RTAs. Members of  SACU and EAC do not qualify for the second tier 
waiver since at least half  of  their members are not on the United Nations 
List of  LDCs. SADC Member states barely qualify – with exactly half  of  
the 14 Members being on the United Nations’ List of  LDCs. As such, any 
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slight change in membership can remove its preferential status under the 
second tier waiver. Lastly, COMESA has comfortably more than half  of  
its Members on the United Nations’ List of  LDCs.

Distinctive features of  the second tier waiver are:

a. It allows re-exportation of  pharmaceutical products imported under 
the system. By way of  example, South Africa, as a Member of  SADC, 
can issue a compulsory licence for the production and exportation of  
medicines to another SADC Member, for example, Lesotho. In turn 
Lesotho can re-export some of  the medicines to yet another SADC 
Member, Swaziland. Notably, the allowance on re-exportation tends 
to suggest that a country can export over and above its domestic 
requirements.

b. Its utility is limited to developing and LDC Members within a 
qualifying RTA. In the example (above), if  South Africa becomes a 
developed Member country, the developing and LDC Members of  
SADC will not be able to benefit from South Africa’s manufacturing 
capacity for generic medicines. The second tier waiver requires that 
both the exporting and importing Members have either developing or 
LDC Member status. This is in contrast to the first tier waiver where 
virtually any Member, subject to capacity requirements and unilateral 
undertakings, can import and export to any other Member. However, 
the first and second tier waivers are mutually inclusive in that a 
beneficiary of  one is not barred from utilising the other.

Suffice that the issue of  multiple memberships to several RTAs and the 
application of  the second tier waiver can only be analysed on a case by 
case basis. For instance, Swaziland qualities for the second tier waiver as 
a Member of  SADC as well as COMESA. In the example given above in 
(a), Swaziland may further re-export some of  the medicines to Burundi 
by virtue of  their common membership to COMESA although Burundi is 
not a Member of  SADC.

a. There is no specific reference to notification requirements to the 
TRIPs Council as in the first tier waiver. Understandably, the second 
tier waiver is meant to offer flexibilities over and above the first tier 
waiver. Suffice that the explanatory footnote to paragraph 2(a) of  the 
annex to the TRIPs Agreement envisages joint notifications under the 
second tier as well.
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4.   Advantages and disadvantages of the TRIPs amendment 
decision

The major advantage of  the August Decision and the TRIPs Amendment 
Decision is that now an exporting Member can grant a compulsory licence 
that is predominantly for the supply of  an export market. This flexibility 
ensures access to pharmaceutical products in Members that have limited 
or no manufacturing capacity in the pharmaceutical sector. For those 
Members, this device would seem vital in the quest for access to medicines 
for present and future health calamities.

That said there has never been a compulsory licence issued under the 
August decision. Nonetheless, it has been argued that the success of  the 
August Decision should not be exclusively judged by the frequency of  use 
since the fact that the system is in place could have positive secondary 
effects. Certainly, the August Decision and the TRIPs Amendment 
Decision, even without being used, create a threat of  compulsory licensing 
that may be a useful tool in the bargaining process with patent holders. 
As noted from the trend that ensured after the August Decision, there 
was a considerable drop in the prices of  both brand name and generic 
pharmaceutical products. While the thrust of  the waiver is the granting of  
compulsory licences, this secondary effect arguably has been an advantage 
for many developing and LDC Members.

A major disadvantage is that the grounds in domestic laws for the 
granting of  compulsory licenses are not exhaustively laid out in the TRIPs 
Agreement and TRIPs Amendment Decision. The TRIPs Agreement and 
TRIPs Amendment Decision set out minimum standards. Compulsory 
licensing has to comply with the TRIPs Agreement, TRIPs Amendment 
Decision and the relevant domestic laws of  the importing or exporting 
Member. Members can lawfully implement domestic laws that are more 
onerous than those of  the TRIPs Agreement and TRIPs Amendment 
Decision provided that they meet their minimum standards.

A member can unilaterally limit its own use of  the TRIPs Amendment 
Decision as an importing Member. Notably, some Members have stated 
that they will not use the system as importing Members, and others have 
limited the use to no more than situations of  national emergency or other 
circumstances of  extreme urgency. Paradoxically, few Members, as of  
June 2006, had changed their domestic laws so as to grant compulsory 
licences for export markets.

Ultimately, the use of  the system depends on the passing of  domestic 
laws that enable the grant of  compulsory licences in the Member states 
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that have manufacturing capacity. This aspect of  the system makes 
Members n eastern and southern Africa, where very few Members have 
manufacturing capacity, vulnerable. As such, the conduct of  WTO 
Members with sufficient manufacturing capacities in the pharmaceutical 
sector is crucial to the effective use of  the TRIPs Amendment Decision.

5.2 Other post-Doha developments

Use of  compulsory license under the then August 2003 Decision 

The August 2003 waiver did not seem to have received popular support 
in terms of  its use. The Decision has been considered as being ‘highly 
problematic because only a few countries’ have been able to implement 
it.14 Until its formalisation as TRIPS article 31bis, it had only been used 
by Rwanda to import drugs generics from Canada. In July 2007, Rwanda 
notified the WTO secretariat of  its intention to import 260,000 packs of  
a FDC of zidovudine+lamivudine+nevirapine from Apotex, a generic 
manufacturer in Canada.15 This was therefore the first attempt to make use 
of  the system set up under the WTO paragraph 6 decision, which allows 
production of  a pharmaceutical product under a compulsory licence for 
export to a country that lacks manufacturing capacity. The notification 
stated that Rwanda reserved the right to modify the quantity as necessary. 
It furthermore stated that Rwanda will make use of  its right, as an LDC, 
not to enforce any patent rights that may have been granted with regard 
to this product. Following this request, the Canadian Commissioner of  
Patents granted a compulsory licence to Apotex, allowing Apotex in 
September 2007, to manufacture the named product exclusively for export 
to Rwanda. This licence was valid for a period of  two years.16 

Use of  compulsory licence under article 31 

Meanwhile, African countries and other developing countries have largely 
used the standard compulsory licensing system under the article 31(f) 
of  TRIPS to manufacture locally (although they have frequently come 

14 M Rimmer (22 June 2007) Transcript of  Evidence 10. 

15 WTO (2007) ‘Notification under para 2(a) of  the Decision of  30 August 2003 on the 
implementation of  para 6 of  the Doha Declaration on the TRIPS Agreement and 
public health’ (IP/N/9/RWA/1). Since 23 January 2017, this Decision has been 
formalised into art 31bis of  TRIPS.

16 As above, Notification under para 2(c) of  the decision of  30 August 2003 on the 
implementation of  para 6 of  the Doha Declaration on the TRIPS Agreement and 
public health (IP/N/10/CAN/1). 
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under pressure and legal attack from pharmaceutical companies and their 
home governments – See Boxes 7 and 8). In 2002 Zimbabwe, for example, 
declared a situation of  national emergency for an initial period of  six 
months but was extended to 2007. The scope of  Zimbabwe’s compulsory 
license was comprehensive enough as it covered both the making and 
the importation of  any patented HIV medication. South Africa, Zambia 
(production), Brazil (import and production), Thailand (production), 
Cameroon (import) have also used the system. Compulsory licenses have 
been issued mainly on the grounds of  national emergency and extreme 
urgency. South Africa has used the anti-competition ground. LDCs such 
as Uganda, Rwanda, Angola, Chad, The Gambia, Equatorial Guinea, 
Lesotho, etcetera, have largely relied on the extended 2016 moratorium 
under the Doha Declaration (not to observe pharmaceutical patents until 
that date, which has been further extended until at least 2033).

Box 7. Example situations of pressure from developed countries 
not to use compulsory licensing measures

(Excerpted from E ‘t Hoen (2009) The Global Politics of  Pharmaceutical 
Monopoly Power: drug patents, access, innovation and the application of  the 
WTO Doha Declaration on TRIPS and Public Health 21-24)

a. Trade dispute in South Africa: Big Pharma v Nelson Mandela

 Perhaps the most significant trade dispute in the running up to the Doha 
WTO Ministerial Conference was the legal challenge mounted by 39 drug 
companies against the South African medicines legislation. In February 
1998, the South African Pharmaceutical Manufacturers Association and 
40 (later 39, as a result of  a merger) mostly multinational pharmaceutical 
manufacturers brought suit against the government of  South Africa, 
alleging that the Medicines and Related Substances Control Amendment 
Act No 90 of  1997) (Medicine Act’) violated TRIPS and the South African 
constitution (Pharmaceutical Manufacturers’ Association of  South Africa 
1998).

The 1997 Medicines Act had introduced a legal framework to increase 
the availability of  affordable medicines in South Africa. Provisions 
included generic substitution of  off-patent medicines, transparent pricing 
for all medicines, and the parallel importation of  patented medicines.

At the start of  the litigation, the drug companies could rely on the 
support of  their home governments. For its part, the US had put pressure 
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on South Africa by withholding trade benefits and threatening further trade 
sanctions, aiming to force the South African government to repeal the Act 
(Omnibus Consolidated and Emergency Supplemental Appropriations 
act 1999). In 1998, the European Commission joined the US in pressuring 
South Africa to repeal the legislation. AIDS activists effectively highlighted 
those policies, profoundly embarrassing then-presidential candidate AL 
Gore, who found himself  confronted at election campaign rallies with 
his personal involvement in the dispute. As a result of  increasing public 
pressure, the US changed its policies.

Demonstrations in major cities asked the companies to drop the 
case; several governments and parliaments around the world, including 
the European Parliament, demanded that companies withdraw from 
the case. The legal action turned into a public relations disaster for the 
drug companies...Eventually, the international public outrage over the 
companies law and the companies’ weak legal position caused them to 
withdraw unconditionally from the case in April 2001.

…

b. Trade dispute in Brazil: the Brazilian AIDS Programme 

In February 2001, the US took action against Brazil at the WTO Dispute 
Settlement Body (DSB) over article 68 of  the Brazilian intellectual property 
law, which allowed for compulsory licensing (law 9,279, 1996). Under that 
provision, Brazil required holders of  Brazilian patents to manufacture the 
product in question within Brazil – a so-called ‘local working’ requirement. 
If  the patent-holder did not fulfil this requirement, the patent would be 
subject to compulsory licensing after three years, unless the patent holder 
could show that it was not economically feasible to produce in Brazil or 
that the requirement to produce locally was not reasonable; if  the company 
was allowed to work its patent by importation instead of  manufacturing in 
Brazil, parallel import by others would be permitted.

The US argued that the Brazilian law discriminated against US owners 
of  Brazilian patents and that it curtailed patent holders’ rights. The US 
claimed that the Brazilian law violated article 27.1 and article 28.1 of  
TRIPS. Brazil argued that its article 68 was in line with the letter and spirit 
of  TRIPS, including article 5.4 of  the Paris Convention, which allows for 
compulsory licensing if  there is a failure to work a patent. (article 2.1 of  
TRIPS incorporates relevant articles of  the Paris Convention).

The US action came under fierce pressure from the international NGO 
community, which feared it would have a detrimental effect on Brazil’s 

168   Chapter 5



successful AIDS programme … On June 25, 2001 A Joint statement with 
Brazil, the US announced that it would withdraw the WTO complaint 
against Brazil.

c. Trade dispute in Thailand

Thailand’s national AIDS programme today offers universal access to 
treatment, care and prevention. It is celebrated globally as a huge success. 
It started to provide ARV mono-therapy in 1992, dual-therapy in 1995 
and triple-therapy in 2000. Initially the costs of  the triple-therapy were 
high and could only be provided to 1500 people. Scale-up of  ARV triple-
therapy did not occur until 2003 (Ford et al 2007 22).

The local production of  low-cost generic AIDS medicines has been 
central to the success of  the Thai programme. The Thai Government 
Pharmaceutical Organisation (GPO), a state company producing low-
cost generic drugs, has been producing generic zidovudine (AZT) since 
1992, which reduced the price of  the drug 82 per cent between 1992 
and 1996 (Von Schoen-Angerer et al 2001). In 1998, as a result of  a Thai 
NGO campaign, generic companies were authorized to produce generic 
fluconazole. Fluconazole (marketed by Pfizer) is an essential medicine 
for the treatment of  cryptococcal meningitis, an opportunistic infection 
affecting one out of  ten people living with HIV/AIDS. Without treatment, 
patients with this infection have a life expectancy of  one month. The 
treatment for cryptococcal meningitis is life-long and requires one pill a 
day. The product was not patented in Thailand but fell under the so-called 
Safety Monitoring Program, and as a result was granted a period of  market 
exclusivity, which kept the price at monopoly levels. In 1998, three Thai 
companies began to produce generic versions of  fluconazole and within 
nine months the price dropped 97 per cent from 200 Baht (6 US$) to 6.5 
Baht (0.19 US$) per pill, dramatically expanding access to the medicine. 
In 1999, Thai activists, motivated by the fluconazole experience, asked the 
government to issue a compulsory license for the AIDS drug didanosine 
(ddI) to enable local production of  ddI tablets. In 1998, the launch of  a 
generic version of  ddI had been blocked by Bristol-Myers Squibb (BMS), 
which held a formulation patent related to the tablet form of  the drug. 

In January 2000, the US warned Thailand against the use of  
compulsory licensing, provoking global NGO mobilization to pressure 
the USTR to reverse its position. On 7 February 2000, USTR wrote to 
the Thai government, ‘if  the Royal Thai Government determines that 
issuing a compulsory license is required to address its health care crisis, 
the United States will raise no objection, provided the compulsory license 
is consistent with the provisions of  the WTO Agreement TRIPS’... 
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.However, the Thai government, wary of  trade sanctions, decided to 
authorize GPO to produce only the powdered form of  ddI, which would 
not infringe the BMS patent. The powdered form, however, was less well-
tolerated by patients than the tablet form protected by BMS.

Use of  parallel Importation

African countries have used other flexibilities such as parallel importation 
(Kenya, South Africa, Zimbabwe etcetera. Between 2004 and 2008 it is 
estimated that about 65 countries had resorted to various flexibilities for 
HIV/AIDS medicines.17 The revelation is that the use of  the flexibilities 
has mainly focused on HIV/AIDS related medicines and ARVs. Thailand 
and Taiwan have however used compulsory licensing for other medicines. 
Taiwan issued a compulsory licence in July 2004 to import oseltamivir 
(generic name; brand name – ®Tamiflu) a drug for the prevention and 
treatment of  influenza. Meanwhile, Thailand issued a government use 
orders for three heart disease drugs featuring on the country’s essential 
medicines list: efavirenz (November 2006), lopinavir/ritonavir (January 
2007) and clopidogrel a heart disease drug marketed as plavix by BMS 
(January 2007).18 This narrow focus on HIV/AIDS related medicines 
answers questions as to the rise and magnitude of  other pandemics and 
neglected tropical diseases and even diseases known to be common in 
developed countries (Type I diseases – cardiovascular diseases, diabetes, 
cancer, and measles but that are now spreading into poorer regions).19 It 
has been found that between 2001 and 2009, 26 of  32 total LDC WTO 
African members had, with reference to the Doha/TRIPS flexibilities, 
allowed import of  generic health products.20

In the post Doha era, the instances of  pressure exertion on developing 
countries are still rife and depict the political side behind the access to 
medicines debate as well as the exhibition of  the exuberance of  monopoly 
power of  the pharmaceutical industry on this matter. Those cases which 
came after the Doha Declaration were clear attempts to frustrate the 
achievements since the Declaration. The Brazilian, South African and 

17 E ‘t Hoen ‘The global politics of  pharmaceutical monopoly power: Drug patents, 
access, innovation and the application of  the WTO Doha Declaration on TRIPS and 
public health’ (2009) 61.

18 As above 48.

19 See ch 2, Boxes 4 & 5.

20 E ‘t Hoen (n 17) 61. Angola, Benin, Burkina Faso, Burundi, Central African Republic, 
Cambodia, Chad, Democratic Republic of  Congo, Djibouti, Gambia, Guinea, 
Guinea-Bissau, Haiti, Lesotho Malawi, Mali, Mozambique, Myanmar, Niger, Senegal, 
Rwanda, Tanzania, Togo, Uganda, Zambia.
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Thai examples excerpted above (Box 7) as well as the Indian and further 
Thai experiences excerpted in Box 8 below from Ellen ‘t Hoen’s research 
on the politics of  pharmaceutical monopoly power, are telling.

Extended moratoria under TRIPS

Another important development in the post Doha era are two moratoria. 
The first is a blanket moratorium. LDC members have been exempted, 
generally, from applying all substantive TRIPS standards until 1 July 
2034 or on the date a country is no longer “least-developed”, if  that is 
earlier. This means that any obstacle(s) in any TRIPS provision(s), which 
impede(s) access to medicines should simply be overcome by a judicious 
pro-public health interpretation.

The second is a specific moratorium. It extends the initial one 
moratorium under paragraph 7 of  Doha Declaration from 2016 to 2033. 
Hence, WTO LDCs are allowed to maintain maximum flexibility in 
their approach to patenting pharmaceutical products until at least 2033, 
following a decision taken by the WTO’s Council for Trade-Related Aspects 
of  Intellectual Property Rights (TRIPS) on 6 November. This means LDCs 
can choose whether or not to protect pharmaceutical patents and clinical 
trial data before 2033. The decision also keeps open the option for further 
extensions beyond 2033 date. According to WTO Director-General, 
Roberto Azevêdo, this decision by the TRIPS Council’s ‘represents a clear 
and unambiguous signal that WTO members are committed to addressing 
the needs of  the organization’s poorest members’.

While the 2033 extension is in line with directions set by WTO 
ministers in Doha Declaration (paragraph 7), it also follows the adoption 
of  the new UN Sustainable Development Goals (SDGs), which affirm the 
right of  developing countries to utilize TRIPS Agreement flexibilities to 
ensure access to medicines for all.

Box 8. Challenge to TRIPS flexibilities and pharmaceutical 
monopoly power.

(Excerpted from E ‘t Hoen (2009) The Global Politics of  Pharmaceutical 
Monopoly Power: drug patents, access, innovation and the application of  the 
WTO Doha Declaration on TRIPS and Public Health 47-50)
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Exhibition of Monopoly power

Like Brazil, Thailand is facing rising drug costs because of  the need to 
access second-line ARVs that are patent-protected in Thailand. In 2004, 
the World Bank calculated the average cost of  first-line regiments at 
360 US$ and of  second-line regiments at 6,737 US$ – a nearly 20-fold 
difference. In 2005, the World Bank recommended that Thailand issue 
compulsory licenses to allow for the local production of  patented second-
line ARVs (World Bank 2005 22). As of  early 2007, 8000 people needed 
iopinavir/ritonavir (Kaletra), but because of  the high price charged by 
Abbott, the Thai government could only provide the drug for 600 people 
(Cawthorne et al 2007). An additional complication was that lopinavir/
ritonavir was not heat-stable and thus difficult to use in tropical climates. 
Abbott had developed a heat-stable version of  the product, but this new 
version was not made available in developing countries where it was most 
needed (MSF 2006).

Citing the high drug prices and its obligation to provide access to 
essential medicines, Thailand issued government use (GU) orders (a type 
of  compulsory license) for three drugs on the national essential medicines 
list: efavirenz (November 2006), lopinavir/ritonavir (January 2007), and 
clopidogrel, a heart disease drug marketed as Plavix by BMS (January 
2007). The patent holders were entitled to a royalty of  0.5 per cent of  the 
total sales of  the generic product. The GU authorized GPO to import or 
produce generic versions of  these products for non-commercial use in the 
public health sector. Initially the GU was used for importation.

It was particularly urgent to resolve the availability of  efavirenz, in 
addition to the high cost, Thailand experience regular stock-outs, which 
made reliable provision and use of  the product difficult (Ford et al 2007). 
Generic efavirenz arrived in the country in February 2007. The immediate 
effect of  the GU was to increase by 20,000 the number of  people with 
access to efavirenz. Prior to the GU, only those suffering from the most 
severe side effects received efavirenz. After the GU was issued, Thai health 
authorities purchased generic efavirenz from Indian generics firm Ranbaxy 
for 216 US$ per patient/year, a 50 per cent decrease from Merck’s price of  
468 US$ (MSF 2007).

Up until 2006, Abbott had sold lopinavir/ritonavir to the Thai 
government for 2967 US$ per patient/year (Ford et al 2007). Following 
continued international pressure, Abbott further reduced the price to 2200 
US$ per patient/year for middle-income countries, including Thailand. 
Yet the production cost of  the drug in 2006 was estimated to be less than 
400 US$ (Pinheiro et al 2006).
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The TRIPS Agreement does not require prior negotiation with the 
patent holder for government use licenses. Nevertheless, between 2004 
and 2006 Thailand tried to negotiate better prices for these drugs with the 
patent-holders without significant results. Only after the appreciation of  
the Thai currency in early 2006 were some price reductions obtained, but 
they were less than the currency appreciation (Ministry of  Public Health 
and National Health Security office, Thailand 2007 5).

The case of  the Thai government use orders is of  particular interest 
because of  the fierce responses it provoked from the media, politicians, 
pharmaceutical companies and their lobby groups. This outcry was all 
the more surprising considering that the issuing of  the government use 
orders was done in a legal manner, fulfilling all national and international 
procedural requirements. The USTR Susan C. Schwab had to acknowledge 
this after pressure on the home front: twenty-two members of  the US 
Congress had urged her to respect the right of  Thailand and other nations 
to implement the Doha safeguards, and expressed concern about a possible 
US government intervention (Allen et al 2007). In her response, Schwab 
clearly stated: ‘We have not suggested that Thailand has failed to comply 
with particular national or international law’ (Schwab 2007).

On 10 July 2007 the EU Trade Commissioner Peter Mandelson 
wrote to the Thai Minister of  commerce to complain about Thailand’s 
government use orders (Mandelson wrote: ‘Neither the TRIPS Agreement 
nor the Doha Declaration appear to justify a systematic policy of  applying 
compulsory licenses wherever medicines exceed certain prices’ (Mandelson 
2007). The legal basis, if  any, of  Mandelson’s assertion is unclear; his 
defence of  the European drug industry is not. He also urged the Thai 
minister to engage in negotiations with the drug companies (Mandelson 
2008), which Thailand was not required to do in cases of  non-commercial 
use. Mandelson acted against the instructions of  the European Parliament 
to refrain from the pursuit of  TRIPS-plus measures.

Abbott responded to the GU on its drug lopinavir/ritonavir by 
withdrawing all new drug applications from the Thai Food and Drug 
Administration, including the much needed heat-stable version of  
lopinavir/ritonavir. This unprecedented action led to international 
condemnation from the public health community, NGOs and AIDS 
activists (Dyer et al 2001).

WHO’s Director-General Margaret Chan was initially critical of  
Thailand’s government use order, and urged the Thai government to 
negotiate further with the pharmaceutical companies, a position also 
being pushed by the US. She had to reverse this position after heavy 
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criticism from developing countries, AIDS groups and NGOs (Chan 
2007, Piyaporn 2007, Cawthorne et al 2007).

An international media campaign portrayed the Thai government as 
a pirating military junta that showed no regard for property rights. In a 
series of  editorials, the Wall Street Journal characterized Thailand’s action 
as a ‘seizure of  foreign drug patents’ and a ‘frontal attack on property 
rights’, and called those who supported Thailand ‘anti-patent hooligans’ 
(2007). A conservative lobby group, USA for Innovation, in full-page 
ads in US newspaper called on the White House and Congress to ’take 
retaliatory action in the form of  trade or economic sanctions or the 
removal of  military aid (as quoted in Samabuddhi 2007). Ed Silverman, a 
long-time observer of  the pharmaceutical industry, wondered how far the 
pro-pharma lobby would go in an article ironically entitled ‘Should the US 
invade Thailand?’ (2007).

The medical journal the Lancer took a counter-position to the attacks 
in the financial press, writing that the failure to support Thailand would 
have serious consequences for the rights of  developing countries to 
protect public health and further harm the reputation of  the World trade 
Organisation (2007).

Initially, UNAIDS Director Peter Piot had been alone when on 26 
December 2006 he recommended the Tthai Minister of  Health for allowing 
the import of  generic efavirenz. It required extensive international NGO 
mobilization to further bolster political support for Thailand. NGOs 
played a key role in generating support from Members of  the European 
Parliament, the French Ministry of  Foreign Affairs, Members of  the US 
Congress, and the Clinton Foundation.

…

A legal challenge of  TRIPS flexibilities: India’s example

(E ‘t Hoen (2009) 76-78)

In February 2006, the Indian patent controller granted the first 
pharmaceutical product patent under the new legislation to Roche India 
Pvt Ltd, the Indian arm of  Swiss drug maker F Hoffmann La Roche, for its 
biotech drug Peginterferon alpha-2a (Pegasys) (The Financial Express 2006). 
In January 2006, it had rejected the patent application by Novartis for 
imatinib mesylate (Glivec) on the basis that it was a new form of  a known 
substance and therefore was not patentable under Section 3(d) of  the 
Indian patent law. The Novartis patent application had been opposed by 
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Natco Pharma Ltd., an Indian drug firm that produced a generic version 
of  the product, and by the Cancer Patients Aid Association (CPAA).

Imatinib mesylate is a drug in the treatment of  chronic myeloid 
leukaemia (CML), a specific type of  cancer of  the blood. Novartis had 
applied for an earlier patent on imatinib in 1993 in countries where this 
was possible. However, because India did not have a product patent system 
at that time, Novartis could not apply for this patent in India. Nor was it 
possible to make a mailbox application because the mailbox system was 
not established until 1995, according to WTO requirements.

In 1998, Novartis did submit a mailbox patent application for the 
new form of  imatinib mesylate and received an exclusive marketing right 
(EMR) for the product in 2003. As a result of  the EMR, generic production 
of  imatinib mesylate had to stop. At that time Novartis’s international 
price for one year of  treatment with imatinib mesylate was 27,000 US$. 
The Indian generic companies were selling the product for 2,700 US$ 
per patient/year (Datta 2004). In January 2005, the Chennai High Court 
ordered Novartis to make the drug available to all patients suffering from 
CML with an income below 336,000 rupees (7700 US$) per month; the 
decision came after Novartis had stopped its donation programme in 
India, which had been conditional on the absence of  generic production 
…

The decision to reject the imatinib mesylate application demonstrated 
the new Indian Patents Act at work: the rejection was based on the 
patentability criteria laid down in section 3(d) of  the Act, and third parties 
had the opportunity to make a pre-grant opposition through which they 
could bring evidence for rejection to the attention of  the patent controller.

Following the amended 2005 Patents Act, generic companies and 
patent groups had filed many pre-grant oppositions. The key grounds for 
rejection of  many of  these oppositions were based on non-compliance 
with the patentability criteria of  section 3(d). For example, in March 2006 
the Indian Network for People Living with HIV/AIDS (INP+) filed an 
opposition to GSK’s patent application for a fixed-dose combination of  
zidovudine and lamivudine. INP+ based its opposition on section 3(d) of  
invention but rather for the combination of  two existing drugs. Soon after 
its application was opposed in India, GSK announced the withdrawal of  
all its patents and patent applications for the fixed-dose combination of  
zidovudine and lamivudine … 

Following the 2006 rejection, Novartis legally challenged both the 
decision to deny a patent for imatinib mesylate and the legality of  section 
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3(d) of  the Indian Patents Act. Novartis argued that section 3(d) violated 
India’s Constitution and the TRIPS Agreement. Novartis’ action aroused 
very strong international criticism, reminiscent of  the 2001 South African 
court case. NGOs organized global petitions calling upon Novartis to drop 
the case. Numerous politicians and personalities joined this call … The 
Novartis challenge was seen as a direct assault on the TRIPS flexibilities, 
an attack that was deeply troubling in a country that had become known 
as the pharmacy of  the developing world.

On 6 August 2007, the Madras High Court ruled against Novartis and 
rejected all its claims. On the question of  TRIPS compatibility, the court 
declared itself  not competent and deferred to the Dispute Settlement Body 
set up for WTO Members to resolve trade disputes. Whether a country will 
indeed challenge the Indian Patents Act at the WTO is not known at this 
point, but no complaint has come to light as of  this writing. Furthermore, 
Novartis announced that it would not appeal the Madras High Court’s 
decision and declared the case a matter for the WTO. 

In practice, this means that section 3(d) of  the Indian Patents Act 
remains in force and that the patent offices will continue to use the 
standards contained therein to assess patent applications and rule on pre-
grant opposition cases.

Nevertheless, this case demonstrates that the space countries have 
to implement pro-health patent law is not easily ceded by IP-holding 
industries. Furthermore, the pursuit of  extended levels of  IP protection 
takes place not only through multilateral and bilateral governmental 
negotiations, but also through direct challenges in domestic courts.

6 Submission 

An overarching goal of  the WTO is to make the management and 
application of  IPRs an integral part of  broader public policy objectives in 
the area of  public health. The WTO was actively promoting the attainment 
of  the then target E of  MDG 8, which aimed at providing access to 
affordable medicines on a sustainable basis in developing countries. The 
last one and half  decades saw a strong policy emphasis on public health 
and access to medicines in the WTO, with a particular focus on clarifying 
the way in which flexibilities under the TRIPS Agreement should be 
interpreted and implemented regarding public health. This has included 
creating an additional pathways for access to medicines. 
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The Doha Declaration on the TRIPS Agreement and Public Health 
continues to serve as a milestone in recognizing the linkage between the 
WTO system and the broader public policy issue of  health. It also serves 
as a benchmark for international cooperation on intellectual property 
and public health, and opened the way for WTO members to make use 
of  TRIPS flexibilities. For example, as seen, countries without sufficient 
manufacturing capacities can make effective use of  compulsory licensing 
through the ‘Paragraph 6 System’. This has given poor countries additional 
flexibility under the TRIPS Agreement to gain access to affordable 
medicines. 

It should be noted that Paragraph 6 is the first amendment agreed to 
in the entire package of  WTO rules concluded in the Uruguay Round, a 
measure of  the significance that WTO members have given to the question 
of  access to medicines. The understanding that TRIPS supports a balanced 
and flexible framework for IP protection and enforcement responsive to 
countries’ broader policy agendas has thus been reinforced, as well as the 
notion that TRIPS and its flexibilities are part of  a wider national and 
international action to address public health problems. 

Since the Doha Declaration was adopted, important developments in 
the WTO and elsewhere have already had a positive impact on access 
to medicines in developing countries. This includes making needed 
medicines available – especially anti-retroviral drugs to combat HIV/
AIDS – at lower prices, enhancing international funding and using TRIPS 
flexibilities to leverage access to medicines. These developments had 
important repercussions for the achievement of  the then UN Millennium 
Development Goals (Target E of  MDG 8,21 and more broadly, they also 
supported Target B of  MDG 6),22 which aimed to achieve universal 
access to treatment of  HIV/AIDS. The Millennium Sustainable Goals 
(SDGs), have now replaced MDGs. Unlike the MDGs which focused 
only on HIV/AIDS, the SDGs (Goal 3.b) aim more broadly on access to 
medicines for all in affirming the right of  developing countries to utilize 
TRIPS Agreement flexibilities towards that end. SDG 3.b. states: 

Support the research and development of  vaccines and medicines for 
the communicable and non-communicable diseases that primarily affect 
developing countries, provide access to affordable essential medicines and 

21 MDG 8: Develop a global partnership for development, Target E: Cooperation with 
pharmaceutical companies, provide access to affordable essential drugs in developing 
countries. Thus, put together: Develop a global partnership for development in 
cooperation with pharmaceutical companies, provide access to affordable essential 
drugs in developing countries. 

22 MDG 6 focused on combating HIV/AIDS, malaria & other diseases.

177Contributions of  the Doha Declaration and key post Doha developments



vaccines, in accordance with the Doha Declaration on the TRIPS Agreement 
and Public Health, which affirms the right of  developing countries to use 
to the full the provisions in the Agreement on Trade-Related Aspects of  
Intellectual Property Rights regarding flexibilities to protect public health, 
and, in particular, provide access to medicines for all.

In any event, there is evidence pointing to the fact, that resorting 
to government use (compulsory licensing) under the (post) TRIPS 
flexibilities has borne meaningful fruits in terms of  reduction of  the cost 
of  much needed medicines in low income countries. This means that, 
with the increasing use of  TRIPS flexibilities, national governments and 
procurement agencies can save a lot of  money to procure many more 
medicines, and even below the poverty line households in most African 
countries can, in principle, readily afford much needed medicines as 
figures 1 and 2 below clearly illustrate. As a matter of  fact, in all cases, the 
net benefit in terms of  price differentiation is between 60 and 90 per cent 
(Figure 2). 

Figure 1: Use of  TRIPS flexibilities by African countries between 2001-2014 

Source: E ‘t Hoen Private patents and public health: changing intellectual property rules for access to 
medicines (2016) Health Action International 68. 
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Figure 2: Cost benefit analysis using compulsory licensing under the TRIPS 
system 

Reproduced in: E ‘t Hoen (2016) Private patents and public health: changing intellectual property 
rules for access to medicines. Health Action International 68. 

Bigdeli has intimated that the access to medicines agenda is not reliable on 
TRIPS alone but upon a broader agenda. She says:

[I]f  we agree that by ‘access to medicines for all’, we mean ‘access to and 
appropriate use of  affordable medicines of  good quality for all’ or ‘access to 
safe and effective medicines and vaccines for all’, then the next step is therefore 
to acknowledge that the reform agenda that will allow such outcome is much 
broader than supporting countries to ‘use the full provision in the Agreement on 
Trade-Related Aspects of  Intellectual Property Rights regarding flexibilities to protect 
public health’. Countries’ capacity to use TRIPS flexibilities is extremely 
important but only one of  the many action points that will ensure that people 
access the medicines they need, in adequate quantity and quality, when they 
need them and without incurring financial hardship.23

23 M Bigdeli ‘Sustainable Development Goals and essential medicines: Not an impossible 
mission, if  we’re on target’ (2015) http://www.internationalhealthpolicies.org/
author/maryam-bigdeli (accessed 12 May 2015). Emphasis added.
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Review question

What are the other conditions for using the 2003 mechanism formalised 
as article 31bis TRIPS?
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Annexures

Annexure 1

Summary of context and steps required to use the 
system

(C Correa Implementation of  the WTO General Council Decision on paragraph 
6 of  the Doha Declaration on the TRIPS Agreement and Public Health Essential 
Drugs and Medicines Policy (2004) pp. 39-43)

Issues to be considered

• There is no need to follow the Decision procedures if  there is an 
agreement by the patent owner or his voluntary licensee to supply 
the required pharmaceutical product(s) at prices agreeable to the 
importing country. The need to use the Decision arise if  the patent 
owner refuses to supply on mutually agreed conditions.

• If  an agreement with the patent owner is not reached, the prospective 
importing country should determine which patents are relevant in 
the importing and exporting country and their legal status. This may 
not be a simple task since, as previously mentioned, several patents 
usually protect, directly or indirectly, a product. Moreover, patents 
expire after the specified period of  duration and for lack of  payment of  
maintenance fees. Before taking action, the existence of  enforceable 
patents should be confirmed. An option that governments may follow 
when article 31(b) is not applicable (eg in cases of  emergency), is to 
grant a compulsory licence covering all patents (whether identified 
or not) relating to a product (including processes and, if  relevant, 
indications) that would be infringed in case of  importation.1
See, eg the notice of  authorization for the exploitation of  patented inventions 
issued by the Government of  Malaysia on 29 October 2003 relating to 
didanosine, zidovudine and lamivudine, and the compulsory licence granted 
by the Government of  Mozambique (No 01/MIC/04) in May 2004.

• The possibility of  using the Decision will depend on certain aspects 
of  the national patent laws in the importing and exporting countries. 
The law in the importing country must provide for compulsory 
licences under which imports can be made to address public health 
needs, and the law in the exporting country must allow for exports in 
cases (not covered by article 31(k) of  the TRIPS Agreement) where 
export markets are predominantly supplied. The national law in the 
importing country should also permit the implementation of  the 
waiver of  article 31(h) regarding compensation to the patent owner 
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when products are being imported pursuant to the Decision.
• A dissatisfied patent owner may use the legal mechanisms available 

under the laws of  the importing and/or exporting country to challenge 
the compulsory licence, the compensation to be paid (in the exporting 
country) or other aspects of  the transactions made under the Decision.

Context

Access to needed 
product refused

Refusal of  the patent owner to supply drugs 
at a price acceptable to importing country

Patent status in 
the importing and 
exporting country

Identification and analysis of  relevant 
patents and of  their validity

Compulsory licence 
(CL) to import 
allowed by national 
law in importing 
country

Law in the importing country allows for the 
granting of  CL to import in order to satisfy 
public health needs; in cases of  emergency, 
for public interest, to remedy anti-
competitive practices, for non-commercial 
government use or on other grounds

Implementation 
of  waiver on 
compensation (article 
31(h) of  the TRIPS 
Agreement)

Law in the importing country has been 
adapted to use the waiver relating to the 
compensation to the patent owner

CL for export allowed 
by national law in 
exporting country

Exporting country’s law has been amended, 
as necessary, to implement waiver of  article 
31(f) of  the TRIPS Agreement

Steps in the importing Member country

The steps for the importing country to use the Decision are summarized 
in the following table. As previously mentioned, differences exist in some 
aspects of  the procedures depending on whether the importing country 
is a LDC or a developing country not falling within this category. The 
steps indicated below are not necessarily sequential (for instance, the 
notification of  the importing country can be made before or after the 
granting of  a compulsory licence).

184   Chapter 5



Steps to use 
Decision

LDCs Other Members

Notification of  
intention to use 
the system

Not required Notification with or 
without limitations

Establishing 
lack of  or 
insufficient 
manufacturing 
capacity

Not required Required

Notification of  
product’s name 
and quantities, 
intention 
to grant or 
granting of  CL 
and lack of  
or insufficient 
manufacturing 
capacity

Notification of  lack 
of  or insufficient 
manufacturing capacity 
not required

Required

Preliminary 
procedures to 
obtain a CL if  
relevant patents 
are in force in 
the importing 
country

Unless the prior request 
of  a voluntary licence 
does not apply, an 
entity in the importing 
country must seek a 
voluntary licence from 
the patent owner

Unless the prior request 
of  a voluntary licence 
does not apply, an 
entity in the importing 
country must seek a 
voluntary licence from 
the patent owner

Application for 
and processing 
of  CL request

Compliance with 
national laws

Compliance with 
national laws

Granting of  CL 
in importing 
country, before 
or after the 
notification

CL may be for 
unlimited quantity, 
as long the patent is 
in force, and without 
compensation

CL may be for 
unlimited quantity, 
as long the patent is 
in force, and without 
compensation
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Review of  CL The granting of  a CL 
may be challenged 
by the patent owner 
and subject to review 
by a higher authority. 
Depending on national 
law, the review need not 
suspend the execution 
of  the licence

The granting of  a CL 
may be challenged 
by the patent owner 
and subject to review 
by a higher authority. 
Depending on national 
law, the review need not 
suspend the execution 
of  the licence

Registration of  
products with 
health authority 
in the importing 
country

Proof  of  bioequivalence 
and bioavailability, if  
required by national 
law

If, in the importing 
country, data exclusivity 
is granted with regard 
to data submitted for 
the registration of  
medicines, the data 
holder’s authorization 
would be required, 
unless the use of  such 
data is included2 in the 
CL3

Proof  of  bioequivalence 
and bioavailability, if  
required by national 
law

If, in the importing 
country, data exclusivity 
is granted with regard 
to data submitted for 
the registration of  
medicines, the data 
holder’s authorization 
would be required, 
unless the use of  such 
data is included in the 
CL

Anti-diversion 
measures in 
the importing 
country

Adoption of  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

Adoption of  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

Steps in the exporting Member country

In addition to a possible legislative change, a number of  actions need to be 
taken by the prospective supplier and exporting country in order to apply 
the Decision.
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Steps to use 
Decision

Actions required

Preliminary 
procedures to obtain 
a CL

Unless the prior request of  a voluntary licence 
does not apply, an entity in the exporting 
country must seek a voluntary licence from 
the patent owner

Application for a 
CL

• Only for a limited amount
• Entirety of  production for export

Granting of  
CL including 
determination of  
compensation to 
patent owner

Compliance with national laws

Review of  CL The granting of  a CL may be challenged by 
the patent owner and subject to review by a 
higher authority. The review need not suspend 
the execution of  the licence

Notification by 
exporting country

Information about the conditions attached 
to the CL, including 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, 
the duration of  the licence and the address 
of  the web site where the supplier will post 
information about shipment

Production 
and product 
differentiation

Develop the chemistry and formulate the drug 
(when produced by the licensee for the first 
time), and investigate the shape, colouring, 
labelling and packaging of  the patent-holder’s 
product in the importing country in order to 
differentiate the product for export

Notification by 
the supplier before 
shipment

Information about quantities and 
distinguishing features of  products
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Annexure 2

Doha Declaration on the TRIPS Agreement and Public 
Health

DOHA WTO MINISTERIAL 2001: TRIPS 

WT/MIN(01)/DEC/2

20 November 2001²

Declaration on the TRIPS agreement and public health

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.
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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. 
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Annexure 3

Members and dates of acceptance of the TRIPS 
amendment (as of July 2020)

Members and dates of  acceptance 

• Albania (28 January 2009)
• Argentina (20 October 2011)
• Australia (12 September 2007)
• Bahrain, Kingdom of  (4 August 2009)
• Bangladesh (15 March 2011)
• Barbados (1 April 2020)
• Belize (15 September 2016)
• Benin (23 November 2016)
• Bolivia, Plurinational State of  (30 January 2018)
• Botswana (18 June 2014)
• Brazil (13 November 2008)
• Brunei Darussalam (10 April 2015)
• Burkina Faso (17 January 2017)
• Burundi (12 December 2019)
• Cambodia (1 November 2011)
• Canada (16 June 2009)
• Central African Republic (13 January 2014)
• Chile (26 July 2013)
• China (28 November 2007)
• Colombia (7 August 2009)
• Congo (31 October 2017)
• Costa Rica (8 December 2011)
• Côte d’Ivoire (7 May 2018)
• Croatia (6 December 2010)
• Cuba (6 June 2019)
• Dominica (28 November 2016)
• Dominican Republic (23 May 2013)
• Egypt (18 April 2008)
• El Salvador (19 September 2006)
• European Union (formerly EC) (30 November 2007) 
• Fiji (1 May 2017)

190   Chapter 5



• Gabon (23 November 2017)
• Georgia (21 November 2018)
• Grenada (8 December 2015)
• Guinea (15 February 2018)
• Honduras (16 December 2011)
• Hong Kong, China (27 November 2007)
• Iceland (12 October 2015)
• India (26 March 2007)
• Indonesia (20 October 2011)
• Israel (10 August 2007)
• Japan (31 August 2007)
• Jordan (6 August 2008)
• Kenya (21 July 2015)
• Korea, Republic of  (24 January 2007)
• Kyrgyz Republic (6 February 2018)
• Lao People’s Democratic Republic (29 September 2015)
• Lesotho (4 January 2016)
• Liechtenstein (23 January 2017)
• Macao, China (16 June 2009)
• Madagascar (9 November 2017)
• Malawi (24 July 2017)
• Malaysia (10 December 2015)
• Mali (20 January 2016)
• Mauritius (16 April 2008)
• Mexico (23 May 2008)
• Moldova, Republic of  (7 July 2015)
• Mongolia (17 September 2010)
• Montenegro (9 September 2013)
• Morocco (2 December 2008)
• Myanmar (16 December 2015)
• Nepal (11 March 2016)
• New Zealand (21 October 2010)
• Nicaragua (25 January 2010)
• Niger (12 March 2020)
• Nigeria (16 January 2017)
• North Macedonia (16 March 2010)
• Norway (5 February 2007)
• Oman (1 March 2017)
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• Pakistan (8 February 2010)
• Panama (24 November 2011)
• Papua New Guinea (22 June 2016)
• Paraguay (4 July 2018)
• Peru (13 September 2016)
• Philippines (30 March 2007)
• Qatar (16 April 2016)
• Russian Federation (22 September 2017)
• Rwanda (12 December 2011)
• Saint Kitts and Nevis (27 July 2015)
• Saint Lucia (2 May 2016)
• Saint Vincent and the Grenadines (9 May 2017)
• Samoa (21 April 2016)
• Saudi Arabia, Kingdom of  (29 May 2012)
• Senegal (18 January 2011)
• Seychelles (8 June 2016)
• Sierra Leone (21 March 2017)
• Singapore (28 September 2007)
• South Africa (23 February 2016)
• Sri Lanka (9 September 2015)
• Switzerland (13 September 2006)
• Chinese Taipei (31 July 2012)
• Tajikistan (23 May 2016)
• Tanzania (14 March 2016)
• Thailand (28 January 2016)
• Togo (13 March 2012)
• Trinidad and Tobago (19 September 2013)
• Turkey (14 May 2014)
• Uganda (12 July 2010)
• Ukraine (16 March 2016)
• United Arab Emirates (23 January 2017)
• United States (17 December 2005)
• Uruguay (31 July 2014)
• Viet Nam (23 January 2017)
• Zambia (10 August 2009)
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Annexure 4

August 2003 Decision on the Implementation of 
Paragraph 6 of the Doha Declaration on the TRIPS 
Agreement and public Health

GENERAL COUNCILWT/L/540 and Corr.11 September 2003

Implementation of paragraph 6 of the Doha Declaration on the 
TRIPS Agreement and public health

Decision of  the General Council of  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 recognised 
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; (1)
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b. ‘eligible importing Member’ means any least-developed country 
Member, and any other Member that has made a notification (2) 
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 (3) 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) (4) has made a notification (2) 

to the Council for TRIPS, that:
i. specifies the names and expected quantities of  the product(s) 

needed (5);
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 (6);

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 
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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 
(7) 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 (8) the Council for TRIPS 

of  the grant of  the licence, including the conditions attached 
to it (9). 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 
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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 recognised 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 fulfil the review requirements 
of  article IX:4 of  the WTO Agreement.

9. This Decision is without prejudice to the rights, obligations and 
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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. 

Notes:

1. This subparagraph is without prejudice to subparagraph 1(b). 
2. It is understood that this notification does not need to be approved by 

a WTO body in order to use the system set out in this Decision. 
3. Australia, Austria, Belgium, Canada, Denmark, Finland, France, 

Germany, Greece, Iceland, Ireland, Italy, Japan, Luxembourg, 
Netherlands, New Zealand, Norway, Portugal, Spain, Sweden, 
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Switzerland, United Kingdom and United States of  America. 
4. Joint notifications providing the information required under this 

subparagraph may be made by the regional organizations referred to in 
paragraph 6 of  this Decision on behalf  of  eligible importing Members 
using the system that are parties to them, with the agreement of  those 
parties. 

5. The notification will be made available publicly by the WTO 
Secretariat through a page on the WTO website dedicated to this 
Decision.

6. This subparagraph is without prejudice to article 66.1 of  the TRIPS 
Agreement. 

7. The licensee may use for this purpose its own website or, with the 
assistance of  the WTO Secretariat, the page on the WTO website 
dedicated to this Decision.

8. It is understood that this notification does not need to be approved by 
a WTO body in order to use t 

9. The notification will be made available publicly by the WTO 
Secretariat through a page on the WTO website. dedicated to this 
Decision
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Annexure 5

Amendment of the TRIPS Agreement 

GENERAL COUNCIL

WT/L/641
8 December 2005

Amendment of the TRIPS Agreement

Decision of  6 December 2005

The General Council;

Having regard to paragraph 1 of  article X 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) 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;

Recognizing, where eligible importing Members seek to obtain supplies 
under the system set out in the proposed amendment of  the TRIPS 
Agreement, the importance of  a rapid response to those needs consistent 
with the provisions of  the proposed amendment of  the TRIPS Agreement;

Recalling paragraph 11 of  the General Council Decision of  30 August 
2003 on the Implementation of  Paragraph 6 of  the Doha Declaration on 
the TRIPS Agreement and Public Health; 

Having considered the proposal to amend the TRIPS Agreement 
submitted by the Council for TRIPS (IP/C/41);

Noting the consensus to submit this proposed amendment to the 
Members for acceptance;

Decides as follows:
1. The Protocol amending the TRIPS Agreement attached to this 

Decision is hereby adopted and submitted to the Members for 
acceptance.

2. The Protocol shall be open for acceptance by Members until 1 
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December 2007 or such later date as may be decided by the Ministerial 
Conference.

3. The Protocol shall take effect in accordance with the provisions of  
paragraph 3 of  article X of  the WTO Agreement

ATTACHMENT

PROTOCOL AMENDING THE TRIPS AGREEMENT

Members of  the World Trade Organization;

Having regard to the Decision of  the General Council in document 
WT/L/641, adopted pursuant to paragraph 1 of  article X of  the 
Marrakesh Agreement Establishing the World Trade Organization (‘the 
WTO Agreement’);

Hereby agree as follows:
1. The Agreement on Trade-Related Aspects of  Intellectual Property 

Rights (the ‘TRIPS Agreement’) shall, upon the entry into force of  
the Protocol pursuant to paragraph 4, be amended as set out in the 
Annex to this Protocol, by inserting article 31bis after article 31 and by 
inserting the Annex to the TRIPS Agreement after article 73.

2. Reservations may not be entered in respect of  any of  the provisions of  
this Protocol without the consent of  the other Members.

3. This Protocol shall be open for acceptance by Members until 
1 December 2007 or such later date as may be decided by the 
Ministerial Conference.

4. This Protocol shall enter into force in accordance with paragraph 3 of  
article X of  the WTO Agreement.

5. This Protocol shall be deposited with the Director-General of  the 
World Trade Organization who shall promptly furnish to each 
Member a certified copy thereof  and a notification of  each acceptance 
thereof  pursuant to paragraph 3.

6. This Protocol shall be registered in accordance with the provisions of  
article 102 of  the Charter of  the United Nations.
Done at Geneva this sixth day of  December two thousand and five, 

in a single copy in the English, French and Spanish languages, each text 
being authentic.

ANNEX TO THE PROTOCOL AMENDING THE TRIPS 
AGREEMENT

Article 31bis

1. The obligations of  an exporting Member under article 31(f) shall not 
apply with respect to the grant by it of  a compulsory licence to the 
extent necessary for the purposes of  production of  a pharmaceutical 
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product(s) and its export to an eligible importing Member(s) in 
accordance with the terms set out in paragraph 2 of  the Annex to this 
Agreement.

2. Where a compulsory licence is granted by an exporting Member under 
the system set out in this article and the Annex to this Agreement, 
adequate remuneration pursuant to article 31(h) 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 not apply in respect of  those products for which 
remuneration in accordance with the first sentence of  this paragraph 
is paid in the exporting Member.

3. With a view to harnessing economies of  scale for the purposes of  
enhancing purchasing power for, and facilitating the local production 
of, pharmaceutical products: 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) shall not 
apply 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.

4. Members shall not challenge any measures taken in conformity with 
the provisions of  this article and the Annex to this Agreement under 
subparagraphs 1(b) and 1(c) of  article XXIII of  GATT 1994.

5. This article and the Annex to this Agreement are without prejudice 
to the rights, obligations and flexibilities that Members have under 
the provisions of  this Agreement other than paragraphs (f) and (h) 
of  article 31, including those reaffirmed by the Declaration on the 
TRIPS Agreement and Public Health (WT/MIN(01)/DEC/2), and 
to their interpretation. They are also without prejudice to the extent to 
which pharmaceutical products produced under a compulsory licence 
can be exported under the provisions of  article 31(f).

ANNEX TO THE TRIPS AGREEMENT 

1. For the purposes of  article 31bis and this Annex:
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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 recognised 
in paragraph 1 of  the Declaration on the TRIPS Agreement and 
Public Health (WT/MIN(01)/DEC/2). It is understood that 
active ingredients necessary for its manufacture and diagnostic 
kits needed for its use would be included 1; 

b. ‘eligible importing Member’ means any least-developed country 
Member, and any other Member that has made a notification2 
to the Council for TRIPS of  its intention to use the system set 
out in article 31bis and this Annex (‘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 as importing 
Members3 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. (c) ’exporting Member’ means a Member using the system to 
produce pharmaceutical products for, and export them to, an 
eligible importing Member.

2. The terms referred to in paragraph 1 of  article 31bis are that:
a. the eligible importing Member(s)4 has made a notification2 to 

the Council for TRIPS, that: 
i. specifies the names and expected quantities of  the product(s) 

needed;5 
iii. 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 Appendix to this Annex; and 

iv. confirms that, where a pharmaceutical product is patented in 
its territory, it has granted or intends to grant a compulsory 
licence in accordance with articles 31 and 31bis of  this 
Agreement and the provisions of  this Annex;6

b. the compulsory licence issued by the exporting Member under 
the system 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 
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identified as being produced under the system 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 website7 
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 notify8 the Council for TRIPS of  the 

grant of  the licence, including the conditions attached to it.9 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. In order to ensure that the products imported under the system 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.

4. 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 and diverted to their markets inconsistently 
with its provisions, using the means already required to be available 
under this 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.

5. With a view to harnessing economies of  scale for the purposes of  
enhancing purchasing power for, and facilitating the local production 
of, pharmaceutical products, it is recognised that the development of  
systems providing for the grant of  regional patents to be applicable 
in the Members described in paragraph 3 of  article 31bis should 
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be promoted. To this end, developed country Members undertake 
to provide technical cooperation in accordance with article 67 
of  this Agreement, including in conjunction with other relevant 
intergovernmental organizations.

6. Members recognize the desirability of  promoting the transfer of  
technology and capacity building in the pharmaceutical sector in 
order to overcome the problem faced by Members with insufficient or 
no manufacturing capacities in the pharmaceutical sector. To this end, 
eligible importing Members and exporting Members are encouraged to 
use the system 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  this Agreement, 
paragraph 7 of  the Declaration on the TRIPS Agreement and Public 
Health and any other relevant work of  the Council for TRIPS.

7. The Council for TRIPS shall review annually the functioning of  
the system with a view to ensuring its effective operation and shall 
annually report on its operation to the General Council.
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APPENDIX TO THE ANNEX TO THE TRIPS AGREEMENT

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.

Notes:

1. This subparagraph is without prejudice to subparagraph 1(b). 
2. It is understood that this notification does not need to be approved by 

a WTO body in order to use the system. 
3. Australia, Canada, the European Communities with, for the purposes 

of  article 31bis and this Annex, its member States, Iceland, Japan, 
New Zealand, Norway, Switzerland, and the United States. 

4. Joint notifications providing the information required under this 
subparagraph may be made by the regional organizations referred to 
in paragraph 3 of  article 31bis on behalf  of  eligible importing Members 
using the system that are parties to them, with the agreement of  those 
parties. 

5. The notification will be made available publicly by the WTO Secretariat 
through a page on the WTO website dedicated to the system. 

7. The licensee may use for this purpose its own website or, with the 
assistance of  the WTO Secretariat, the page on the WTO website 
dedicated to the system. 

8. It is understood that this notification does not need to be approved by 
a WTO body in order to use the system. 

9. The notification will be made available publicly by the WTO Secretariat 
through a page on the WTO website dedicated to the system.

205Contributions of  the Doha Declaration and key post Doha developments



A
nn

ex
ur

e 
6

L
is

t 
of

 1
59

 c
ou

nt
ri

es
 w

hi
ch

 h
av

e 
re

so
rt

ed
 t

o 
th

e 
T

R
IP

S 
fl

ex
ib

il
it

ie
s 

(2
00

1 
– 

20
20

)

C
ou

nt
ry

D
at

e
W

T
O

 
C

la
ss

if
ic

at
io

n
T

yp
e 

of
 

F
le

xi
bi

li
ty

P
ro

du
ct

P
at

en
t 

fi
le

d/
gr

an
te

d
O

ri
gi

na
to

r
L

ic
en

se
e 

/
ad

dr
es

se
e 

/
ap

pl
ic

an
t

D
is

ea
se

R
oy

al
ty

 r
at

e
E

xe
cu

te
d

R
ea

so
n 

if
 n

ot
 

ex
ec

ut
ed

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

A
lb

an
ia

A
pr

 2
00

4
D

C
P

ar
7

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

A
ng

ol
a

N
ov

 2
00

5
L

D
C

P
ar

7
A

ll 
m

ed
ic

in
es

Y
es

M
ul

ti
pl

e
U

nk
no

w
n

A
ll

N
/A

Y
es

A
rg

en
ti

na
O

ct
 2

00
5

D
C

A
rt

 3
1

O
se

lt
am

iv
ir

N
o

R
oc

he
U

nk
no

w
n

A
vi

an
 f

lu
N

/A
N

o
N

o 
pa

te
nt

A
ze

rb
ai

ja
n

M
ay

 2
01

1
O

bs
er

ve
r

A
rt

 3
1

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

B
el

ar
us

Ju
n 

20
05

O
bs

er
ve

r
A

rt
 3

1
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

B
en

in
O

ct
 2

00
4

L
D

C
P

ar
7

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

B
en

in
Ju

l 2
00

7
L

D
C

P
ar

7
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

B
en

in
A

pr
 2

00
9

L
D

C
P

ar
7

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

B
ra

zi
l

A
ug

 2
00

1
D

C
A

rt
 3

1
N

F
V

Y
es

R
oc

he
F

ar
-

M
an

gu
in

ho
s

H
IV

/A
ID

S
N

/A
N

o
P

ri
ce

 d
is

co
un

t

B
ra

zi
l

Ju
n 

20
05

D
C

A
rt

 3
1

L
P

V
/r

Y
es

A
bb

ot
t

G
ov

er
nm

en
t

H
IV

/A
ID

S
N

/A
N

o
P

ri
ce

 d
is

co
un

t

B
ra

zi
l

M
ay

 2
00

7
D

C
A

rt
 3

1
E

F
V

Y
es

M
er

ck
G

ov
er

nm
en

t
H

IV
/A

ID
S

1.
5 

pe
r 

ce
nt

Y
es

B
ur

ki
na

 F
as

o
O

ct
 2

00
5

L
D

C
P

ar
7

A
R

V
s 

+
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

B
ur

un
di

M
ay

 2
00

5
L

D
C

P
ar

7
A

R
V

s 
+

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

C
am

bo
di

a
Ja

n 
20

05
L

D
C

P
ar

7
A

R
V

s 
+

U
nk

no
w

n
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

206   Chapter 5



C
ou

nt
ry

D
at

e
W

T
O

 
C

la
ss

if
ic

at
io

n
T

yp
e 

of
 

F
le

xi
bi

li
ty

P
ro

du
ct

P
at

en
t 

fi
le

d/
gr

an
te

d
O

ri
gi

na
to

r
L

ic
en

se
e 

/
ad

dr
es

se
e 

/
ap

pl
ic

an
t

D
is

ea
se

R
oy

al
ty

 r
at

e
E

xe
cu

te
d

R
ea

so
n 

if
 n

ot
 

ex
ec

ut
ed

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

C
am

er
oo

n
Ja

n 
20

05
D

C
A

rt
 3

1
N

V
P,

 3
T

C
, 

3T
C

/A
Z

T
Y

es
B

I,
 G

SK
C

iv
il 

so
ci

et
y

H
IV

/A
ID

S
2 

pe
r 

ce
nt

N
o

N
o 

re
sp

on
se

C
an

ad
a

O
ct

 2
00

1
H

IC
A

rt
 3

1
C

ip
ro

fl
ox

ac
in

e
Y

es
B

ay
er

A
po

te
x 

In
c.

A
nt

hr
ax

N
/A

N
o

P
ri

ce
 d

is
co

un
t

C
an

ad
a

O
ct

 2
00

7
H

IC
A

rt
 3

1b
is

3T
C

, N
V

P,
 

A
Z

T
Y

es
B

I,
 G

SK
A

po
te

x 
In

c.
H

IV
/A

ID
S

N
/A

Y
es

C
ap

e 
V

er
de

 
Is

la
nd

s
Se

p 
20

04
L

D
C

P
ar

7
A

ll 
m

ed
ic

in
es

U
nk

no
w

n
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

A
ll

N
/A

Y
es

C
en

tr
al

 
A

fr
ic

an
 

R
ep

ub
lic

A
pr

 2
00

4
L

D
C

P
ar

7
A

R
V

s 
+

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

C
en

tr
al

 
A

fr
ic

an
 

R
ep

ub
lic

Se
p 

20
05

L
D

C
P

ar
7

A
R

V
s 

+
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

C
ha

d
A

ug
 2

00
5

L
D

C
P

ar
7

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

C
ha

d
F

eb
 2

00
7

L
D

C
P

ar
7

A
ll 

m
ed

ic
in

es
Y

es
M

ul
ti

pl
e

G
en

er
al

A
ll

N
/A

Y
es

C
hi

le
M

ar
 2

01
8

H
IC

A
rt

 3
1

H
C

V
 m

ed
ic

in
es

Y
es

M
ul

ti
pl

e
C

iv
il 

so
ci

et
y

H
C

V
N

/A
P

en
di

ng

C
hi

na
Ja

n 
20

05
D

C
A

rt
 3

1
3T

C
/D

4T
/

N
V

P
Y

es
G

SK
, B

M
S,

 
B

I
C

iv
il 

so
ci

et
y

H
IV

/A
ID

S
N

/A
Y

es

C
hi

na
Ju

l 2
00

7
D

C
A

rt
 3

1
3T

C
/D

4T
/

N
V

P,
 L

P
V

/r
Y

es
G

SK
, B

M
S,

 
B

I,
 A

bb
ot

t
C

iv
il 

so
ci

et
y

H
IV

/A
ID

S
N

/A
Y

es

C
ol

om
bi

a
N

ov
 2

01
4

D
C

A
rt

 3
1

Im
at

in
ib

Y
es

N
ov

ar
ti

s
C

iv
il 

so
ci

et
y

C
an

ce
r

U
nk

no
w

n
P

en
di

ng
P

en
di

ng

C
ol

om
bi

a
D

ec
 2

01
7

D
C

A
rt

 3
1

D
A

A
s

Y
es

M
ul

ti
pl

e
C

iv
il 

so
ci

et
y

H
C

V
N

/A
P

en
di

ng
P

en
di

ng

C
om

or
os

Ju
l 2

00
7

O
bs

er
ve

r
P

ar
7

A
R

V
s 

+
U

nk
no

w
n

M
ul

ti
pl

e
U

nk
no

w
n

H
IV

/A
ID

S
N

/A
Y

es

C
on

go
Ju

n 
20

07
D

C
A

rt
 3

1
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

C
on

go
A

pr
 2

01
4

D
C

A
rt

 3
1

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

C
on

go
 

Ja
n 

20
05

D
C

A
rt

 3
1

A
R

V
s 

+
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

207Contributions of  the Doha Declaration and key post Doha developments



C
ou

nt
ry

D
at

e
W

T
O

 
C

la
ss

if
ic

at
io

n
T

yp
e 

of
 

F
le

xi
bi

li
ty

P
ro

du
ct

P
at

en
t 

fi
le

d/
gr

an
te

d
O

ri
gi

na
to

r
L

ic
en

se
e 

/
ad

dr
es

se
e 

/
ap

pl
ic

an
t

D
is

ea
se

R
oy

al
ty

 r
at

e
E

xe
cu

te
d

R
ea

so
n 

if
 n

ot
 

ex
ec

ut
ed

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

C
ub

a
O

ct
 2

00
4

D
C

A
rt

 3
1

A
R

V
s

N
o

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

C
ub

a
M

ay
 2

00
7

D
C

A
rt

 3
1

A
R

V
s

N
o

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

C
ub

a
D

ec
 2

00
8

D
C

A
rt

 3
1

A
R

V
s

N
o

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

D
jib

ou
ti

M
ay

 2
00

7
L

D
C

P
ar

7
A

R
V

s
N

o
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

D
R

C
D

ec
 2

00
5

L
D

C
P

ar
7

A
R

V
s

N
o

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

E
cu

ad
or

Ja
n 

20
03

D
C

A
rt

 3
1

3T
C

/A
Z

T
Y

es
G

SK
A

cr
om

ax
 

L
ab

or
at

or
io

H
IV

/A
ID

S
U

nk
no

w
n

N
o

P
ri

ce
 d

is
co

un
t

E
cu

ad
or

A
pr

 2
01

0
D

C
A

rt
 3

1
R

T
V

Y
es

A
bb

ot
t

E
sk

eg
ro

up
 S

A
 

(c
ip

la
 im

po
rt

er
)

H
IV

/A
ID

S
4 

pe
r 

ce
nt

Y
es

E
cu

ad
or

N
ov

 2
01

2
D

C
A

rt
 3

1
A

B
C

/3
T

C
Y

es
G

SK

A
cr

om
ax

 
L

ab
or

at
or

io
, 

Q
ui

m
ic

o 
F

ar
m

ac
eu

ti
co

 
SA

H
IV

/A
ID

S
5 

pe
r 

ce
nt

Y
es

E
cu

ad
or

Ja
n 

20
13

D
C

A
rt

 3
1

A
B

C
/3

T
C

Y
es

G
SK

O
xi

al
fa

rm
 C

IA
 

L
m

td
H

IV
/A

ID
S

B
as

ed
 o

n 
W

H
O

/U
N

D
P

 
re

m
un

er
at

io
n 

gu
id

el
in

es

Y
es

E
cu

ad
or

Ja
n 

20
13

D
C

A
rt

 3
1

A
B

C
/3

T
C

Y
es

G
SK

G
in

sb
er

g 
ec

ua
do

r 
S.

A
.

H
IV

/A
ID

S

B
as

ed
 o

n 
W

H
O

/U
N

D
P

 
re

m
un

er
at

io
n 

gu
id

el
in

es

Y
es

E
cu

ad
or

Ja
n 

20
13

D
C

A
rt

 3
1

G
em

ci
ta

bi
ne

Y
es

E
li 

L
ill

y
G

in
sb

er
g 

ec
ua

do
r 

S.
A

.
C

an
ce

r
N

/A
P

en
di

ng
P

en
di

ng

208   Chapter 5



C
ou

nt
ry

D
at

e
W

T
O

 
C

la
ss

if
ic

at
io

n
T

yp
e 

of
 

F
le

xi
bi

li
ty

P
ro

du
ct

P
at

en
t 

fi
le

d/
gr

an
te

d
O

ri
gi

na
to

r
L

ic
en

se
e 

/
ad

dr
es

se
e 

/
ap

pl
ic

an
t

D
is

ea
se

R
oy

al
ty

 r
at

e
E

xe
cu

te
d

R
ea

so
n 

if
 n

ot
 

ex
ec

ut
ed

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

E
cu

ad
or

N
ov

 2
01

3
D

C
A

rt
 3

1
R

T
V

Y
es

A
bb

ot
t

A
cr

om
ax

 
L

ab
or

at
or

io
, 

Q
ui

m
ic

o 
F

ar
m

ac
eu

ti
co

 
SA

H
IV

/A
ID

S
5 

pe
r 

ce
nt

Y
es

E
cu

ad
or

A
pr

 2
01

4
D

C
A

rt
 3

1
E

to
ri

co
xi

b
Y

es
M

er
ck

A
cr

om
ax

 
L

ab
or

at
or

io
, 

Q
ui

m
ic

o 
F

ar
m

ac
eu

ti
co

 
SA

R
he

um
at

oi
d 

A
rt

hr
it

is

B
as

ed
 o

n 
W

H
O

/U
N

D
P

 
re

m
un

er
at

io
n 

gu
id

el
in

es

Y
es

E
cu

ad
or

M
ay

 2
01

4
D

C
A

rt
 3

1
M

yc
op

he
no

lic
 

ac
id

Y
es

N
ov

ar
ti

s
G

in
sb

er
g 

ec
ua

do
r 

S.
A

.
K

id
ne

y 
T

ra
ns

pl
an

ts

B
as

ed
 o

n 
W

H
O

/U
N

D
P

 
re

m
un

er
at

io
n 

gu
id

el
in

es

Y
es

E
cu

ad
or

Ju
l 2

01
4

D
C

A
rt

 3
1

Su
ni

ti
ni

b
Y

es
P

fi
ze

r
E

N
FA

R
M

A
 

E
m

pr
es

a 
P

ub
lic

a
C

an
ce

r

B
as

ed
 o

n 
W

H
O

/U
N

D
P

 
re

m
un

er
at

io
n 

gu
id

el
in

es

Y
es

E
cu

ad
or

Ju
l 2

01
4

D
C

A
rt

 3
1

C
er

to
liz

um
ab

Y
es

U
C

B
E

N
FA

R
M

A
 

E
m

pr
es

a 
P

ub
lic

a

R
he

um
at

oi
d 

A
rt

hr
it

is

B
as

ed
 o

n 
W

H
O

/U
N

D
P

 
re

m
un

er
at

io
n 

gu
id

el
in

es

Y
es

E
ri

tr
ea

Ju
n 

20
05

N
ot

 W
T

O
 

m
em

be
r

P
ar

7
A

R
V

s
N

o
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

E
th

io
pi

a
Se

p 
20

04
O

bs
er

ve
r

A
rt

 3
1

A
R

V
s

N
o

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

G
ab

on
F

eb
 2

00
5

D
C

A
rt

 3
1

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

G
ab

on
Ju

n 
20

06
D

C
A

rt
 3

1
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

G
ab

on
Ju

n 
20

13
D

C
A

rt
 3

1
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

209Contributions of  the Doha Declaration and key post Doha developments



C
ou

nt
ry

D
at

e
W

T
O

 
C

la
ss

if
ic

at
io

n
T

yp
e 

of
 

F
le

xi
bi

li
ty

P
ro

du
ct

P
at

en
t 

fi
le

d/
gr

an
te

d
O

ri
gi

na
to

r
L

ic
en

se
e 

/
ad

dr
es

se
e 

/
ap

pl
ic

an
t

D
is

ea
se

R
oy

al
ty

 r
at

e
E

xe
cu

te
d

R
ea

so
n 

if
 n

ot
 

ex
ec

ut
ed

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

G
am

bi
a

N
ov

 2
00

4
L

D
C

P
ar

7
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

G
am

bi
a

A
pr

 2
00

7
L

D
C

P
ar

7
A

ll 
m

ed
ic

in
es

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
A

ll
N

/A
Y

es

G
eo

rg
ia

Ju
l 2

00
6

D
C

A
rt

 3
1

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

G
er

m
an

y
A

ug
 2

01
6

H
IC

A
rt

 3
1

R
A

L
Y

es
Sh

io
no

gi
M

er
ck

H
IV

/A
ID

S
U

nk
no

w
n

Y
es

G
ha

na
O

ct
 2

00
5

D
C

A
rt

 3
1

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

G
ua

te
m

al
a

M
ay

 2
00

5
D

C
A

rt
 3

1
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

G
ui

ne
a

Ju
l 2

00
4

L
D

C
A

rt
 3

1
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

G
ui

ne
a 

A
pr

 2
00

5
L

D
C

P
ar

7
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

G
ui

ne
a 

B
is

sa
u

N
ov

 2
00

5
L

D
C

P
ar

7
A

R
V

s
Y

es
M

ul
ti

pl
e

U
nk

no
w

n
H

IV
/A

ID
S

N
/A

Y
es

G
ui

ne
a 

E
qu

at
or

ia
l

M
ay

 2
00

9
O

bs
er

ve
r

A
rt

 3
1

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

G
uy

an
a

A
ug

 2
00

5
D

C
A

rt
 3

1
A

R
V

s
N

o
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

H
ai

ti
F

eb
 2

00
5

L
D

C
P

ar
7

A
R

V
s

N
o

M
ul

ti
pl

e
T

o 
w

ho
m

 it
 

co
nc

er
ns

H
IV

/A
ID

S
N

/A
Y

es

H
on

du
ra

s
A

pr
 2

00
5

D
C

A
rt

 3
1

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

H
on

du
ra

s
A

pr
 2

00
8

D
C

A
rt

 3
1

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

H
on

du
ra

s
O

ct
 2

00
8

D
C

A
rt

 3
1

A
R

V
s

Y
es

M
ul

ti
pl

e
U

nk
no

w
n

H
IV

/A
ID

S
N

/A
Y

es

In
di

a
Ja

n 
20

08
D

C
A

rt
 3

1
Su

ni
ti

ni
b,

 
er

lo
ti

ni
b

Y
es

P
fi

ze
r,

 R
oc

he
N

at
co

 P
ha

rm
a 

L
td

C
an

ce
r

N
/A

N
o

W
it

hd
ra

w
n

210   Chapter 5



C
ou

nt
ry

D
at

e
W

T
O

 
C

la
ss

if
ic

at
io

n
T

yp
e 

of
 

F
le

xi
bi

li
ty

P
ro

du
ct

P
at

en
t 

fi
le

d/
gr

an
te

d
O

ri
gi

na
to

r
L

ic
en

se
e 

/
ad

dr
es

se
e 

/
ap

pl
ic

an
t

D
is

ea
se

R
oy

al
ty

 r
at

e
E

xe
cu

te
d

R
ea

so
n 

if
 n

ot
 

ex
ec

ut
ed

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

In
di

a
M

ar
 2

01
2

D
C

A
rt

 3
1

So
ra

fe
ni

b 
T

os
yl

at
e

Y
es

B
ay

er
N

at
co

 P
ha

rm
a 

L
td

C
an

ce
r

7 
pe

r 
ce

nt
Y

es

In
di

a
M

ar
 2

01
3

D
C

A
rt

 3
1

D
as

at
in

ib
Y

es
B

M
S

B
D

R
 P

ha
rm

a
C

an
ce

r
N

/A
N

o
R

ej
ec

te
d

In
di

a
Ju

n 
20

15
D

C
A

rt
 3

1
Sa

xa
gl

ip
ti

n
Y

es
A

st
ra

Z
en

ec
a

L
ee

 P
ha

rm
a

T
yp

e 
II

 
D

ia
be

te
s

N
/A

N
o

R
ej

ec
te

d

In
do

ne
si

a
O

ct
 2

00
4

D
C

A
rt

 3
1

N
V

P,
 3

T
C

Y
es

B
I,

 G
SK

K
im

ia
 F

ar
m

a
H

IV
/A

ID
S

0.
5 

pe
r 

ce
nt

Y
es

In
do

ne
si

a
M

ar
 2

00
7

D
C

A
rt

 3
1

E
F

V
Y

es
M

er
ck

K
im

ia
 F

ar
m

a
H

IV
/A

ID
S

0.
5 

pe
r 

ce
nt

Y
es

In
do

ne
si

a
Se

p 
20

12
D

C
A

rt
 3

1

A
B

C
, D

D
I,

 
E

F
V,

 E
F

V
/

F
T

C
/T

D
F,

 
L

P
V

/r
, T

D
F,

 
F

T
C

/T
D

F

Y
es

M
ul

ti
pl

e
G

ov
er

nm
en

t
H

IV
/A

ID
S,

 
H

B
V

0.
5 

pe
r 

ce
nt

Y
es

Is
ra

el
M

ar
 2

02
0

H
IC

A
rt

 3
1

L
P

V
/r

Y
es

A
bb

V
ie

H
et

er
o

C
O

V
ID

-1
9

Y
es

It
al

y
Ju

n 
20

05
H

IC
A

rt
 3

1
Im

ip
en

em
/

C
ila

st
at

in
Y

es
M

er
ck

A
C

S 
D

ob
fa

r
B

ac
te

ri
al

 
In

fe
ct

io
n

U
nk

no
w

n
Y

es

It
al

y
F

eb
 2

00
6

H
IC

A
rt

 3
1

Su
m

at
ri

pt
an

Y
es

G
SK

F
IS

M
ig

ra
in

e
U

nk
no

w
n

N
o

V
ol

un
ta

ry
 

lic
en

ce
/d

at
a 

tr
an

sf
er

 a
s 

pa
rt

 
of

 a
 s

et
tl

em
en

t

It
al

y
M

ar
 2

00
7

H
IC

A
rt

 3
1

F
in

as
te

ri
de

Y
es

M
er

ck
U

nk
no

w
n

P
ro

st
at

ic
 

H
yp

er
pl

as
ia

0 
pe

r 
ce

nt
Y

es

Iv
or

y 
C

oa
st

Ju
n 

20
04

D
C

A
rt

 3
1

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

Iv
or

y 
C

oa
st

Se
p 

20
07

D
C

A
rt

 3
1

3T
C

, 3
T

C
/

A
Z

T,
 3

T
C

/
A

Z
T

/N
V

P,
 

3T
C

/D
4T

, 
3T

C
/D

4T
/

N
V

P,
 D

D
I,

 
E

F
V,

 I
D

V

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

Iv
or

y 
C

oa
st

N
ov

 2
00

7
D

C
A

rt
 3

1
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

211Contributions of  the Doha Declaration and key post Doha developments



C
ou

nt
ry

D
at

e
W

T
O

 
C

la
ss

if
ic

at
io

n
T

yp
e 

of
 

F
le

xi
bi

li
ty

P
ro

du
ct

P
at

en
t 

fi
le

d/
gr

an
te

d
O

ri
gi

na
to

r
L

ic
en

se
e 

/
ad

dr
es

se
e 

/
ap

pl
ic

an
t

D
is

ea
se

R
oy

al
ty

 r
at

e
E

xe
cu

te
d

R
ea

so
n 

if
 n

ot
 

ex
ec

ut
ed

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

K
az

ak
hs

ta
n

A
pr

 2
01

9
D

C
A

rt
 3

1
D

ol
ut

eg
ra

vi
r

Y
es

G
SK

G
ov

er
nm

en
t

H
IV

/A
ID

S
P

en
di

ng
P

en
di

ng

K
en

ya
Ju

n 
20

02
D

C
P

ar
al

le
l 

im
po

rt
G

en
er

ic
s

Y
es

M
ul

ti
pl

e
U

nk
no

w
n

A
ll

N
/A

Y
es

K
en

ya
Se

p 
20

04
D

C
A

rt
 3

1
3T

C
Y

es
G

SK
C

os
m

os
 L

td
H

IV
/A

ID
S

U
nk

no
w

n
N

o
V

ol
un

ta
ry

 
lic

en
ce

K
en

ya
Se

p 
20

04
D

C
A

rt
 3

1
3T

C
/A

Z
T

Y
es

G
SK

C
os

m
os

 L
td

H
IV

/A
ID

S
U

nk
no

w
n

N
o

V
ol

un
ta

ry
 

lic
en

ce

K
en

ya
Se

p 
20

04
D

C
A

rt
 3

1
A

Z
T

Y
es

G
SK

C
os

m
os

 L
td

H
IV

/A
ID

S
U

nk
no

w
n

N
o

V
ol

un
ta

ry
 

lic
en

ce

K
en

ya
O

ct
 2

00
4

D
C

A
rt

 3
1

N
V

P
Y

es
B

I
C

os
m

os
 L

td
H

IV
/A

ID
S

<
10

 p
er

 c
en

t
N

o
V

ol
un

ta
ry

 
lic

en
ce

K
or

ea
Ja

n 
20

02
D

C
A

rt
 3

1
Im

at
in

ib
Y

es
N

ov
ar

ti
s

C
iv

il 
so

ci
et

y
C

an
ce

r
3 

pe
r 

ce
nt

N
o

R
ej

ec
te

d

K
or

ea
D

ec
 2

00
8

D
C

A
rt

 3
1

T
-2

0
Y

es
R

oc
he

C
iv

il 
so

ci
et

y
H

IV
/A

ID
S

U
nk

no
w

n
N

o
R

ej
ec

te
d

K
or

ea
O

ct
 2

00
9

D
C

A
rt

 3
1

O
se

lt
am

iv
ir

Y
es

R
oc

he

C
ho

ng
-

ku
n-

da
ng

 
P

ha
rm

ac
eu

tic
al

 
C

or
po

ra
tio

n

H
1N

1 
In

fl
ue

nz
a

U
nk

no
w

n
N

o
R

ej
ec

te
d

L
es

ot
ho

A
ug

 2
00

4
L

D
C

P
ar

7
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

L
es

ot
ho

Ja
n 

20
06

L
D

C
P

ar
7

A
ll 

m
ed

ic
in

es
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

A
ll

N
/A

Y
es

L
ib

er
ia

Ja
n 

20
05

O
bs

er
ve

r
A

rt
 3

1
A

R
V

s
N

o
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

M
al

aw
i

Ja
n 

20
04

L
D

C
P

ar
7

A
ll 

m
ed

ic
in

es
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

A
ll

N
/A

Y
es

M
al

aw
i

Se
p 

20
05

L
D

C
P

ar
7

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

M
al

ay
si

a
N

ov
 2

00
3

D
C

A
rt

 3
1

A
Z

T,
 

3T
C

+
A

Z
T

Y
es

B
M

S,
 G

SK
Sy

ar
ik

at
 M

eg
ah

 
P

ha
rm

a 
&

 
V

ac
ci

ne
s/

C
ip

la
H

IV
/A

ID
S

4 
pe

r 
ce

nt
Y

es

212   Chapter 5



C
ou

nt
ry

D
at

e
W

T
O

 
C

la
ss

if
ic

at
io

n
T

yp
e 

of
 

F
le

xi
bi

li
ty

P
ro

du
ct

P
at

en
t 

fi
le

d/
gr

an
te

d
O

ri
gi

na
to

r
L

ic
en

se
e 

/
ad

dr
es

se
e 

/
ap

pl
ic

an
t

D
is

ea
se

R
oy

al
ty

 r
at

e
E

xe
cu

te
d

R
ea

so
n 

if
 n

ot
 

ex
ec

ut
ed

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

M
al

ay
si

a
Se

p 
20

17
D

C
A

rt
 3

1
So

fo
sb

uv
ir

Y
es

G
ile

ad
P

ha
rm

an
ia

ga
 

L
og

is
ti

cs
 S

dn
. 

B
hd

.
H

C
V

Y
es

M
au

ri
ta

ni
a

D
ec

 2
00

4
L

D
C

P
ar

7
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

M
on

go
lia

Ja
n 

20
07

D
C

A
rt

 3
1

A
R

V
s 

+
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S 
+

N
/A

Y
es

M
oz

am
bi

qu
e

A
pr

 2
00

4
L

D
C

A
rt

 3
1

3T
C

/D
4T

/
N

V
P

N
o

B
I,

 B
M

S,
 

G
SK

P
ha

rc
o 

M
oç

am
bi

qu
e 

L
da

H
IV

/A
ID

S
2 

pe
r 

ce
nt

Y
es

M
oz

am
bi

qu
e

M
ar

 2
00

5
L

D
C

A
rt

 3
1

E
F

V
N

o
B

M
S

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

M
oz

am
bi

qu
e

M
ay

 2
00

5
L

D
C

P
ar

7
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

M
ya

nm
ar

M
ar

 2
00

5
L

D
C

A
rt

 3
1

A
R

V
s

N
o

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

N
ep

al
Se

p 
20

07
L

D
C

P
ar

7
A

R
V

s
N

o
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

N
ep

al
N

ov
 2

00
8

L
D

C
P

ar
7

A
R

V
s

N
o

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

N
ig

er
A

ug
 2

00
4

L
D

C
P

ar
7

A
ll 

m
ed

ic
in

es
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

A
ll

N
/A

Y
es

N
ig

er
Ja

n 
20

08
L

D
C

P
ar

7
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S 
+

N
/A

Y
es

N
or

w
ay

M
ay

 2
01

8
H

IC
A

rt
 3

1
N

us
in

er
se

n
Y

es
B

io
ge

n
M

P
s

Sp
in

al
 

m
us

cu
la

r 
at

ro
ph

y
N

/A
N

o
R

ej
ec

te
d

P
ak

is
ta

n
Se

p 
20

06
D

C
A

rt
 3

1
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

P
ap

ua
 N

ew
 

G
ui

ne
a

M
ay

 2
00

7
L

D
C

A
rt

 3
1

A
R

V
s

N
o

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

213Contributions of  the Doha Declaration and key post Doha developments



C
ou

nt
ry

D
at

e
W

T
O

 
C

la
ss

if
ic

at
io

n
T

yp
e 

of
 

F
le

xi
bi

li
ty

P
ro

du
ct

P
at

en
t 

fi
le

d/
gr

an
te

d
O

ri
gi

na
to

r
L

ic
en

se
e 

/
ad

dr
es

se
e 

/
ap

pl
ic

an
t

D
is

ea
se

R
oy

al
ty

 r
at

e
E

xe
cu

te
d

R
ea

so
n 

if
 n

ot
 

ex
ec

ut
ed

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

P
er

u
N

ov
 2

01
4

D
C

A
rt

 3
1

A
T

V
Y

es
B

M
S

C
iv

il 
so

ci
et

y
H

IV
/A

ID
S

N
/A

P
en

di
ng

pe
nd

in
g

P
hi

lip
pi

ne
s

M
ay

 2
00

5
D

C
A

rt
 3

1
A

R
V

s 
+

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S 

+
N

/A
Y

es

P
hi

lip
pi

ne
s

M
ar

 2
00

8
D

C
A

rt
 3

1
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

R
om

an
ia

M
ar

 2
01

5
H

IC
A

rt
 3

1
H

C
V

 m
ed

ic
in

es
Y

es
M

ul
ti

pl
e

C
iv

il 
so

ci
et

y
H

C
V

N
/A

P
en

di
ng

pe
nd

in
g

R
us

si
a

Ju
n 

20
18

H
IC

A
rt

 3
1

L
en

al
id

om
id

e
Y

es
C

el
ge

ne
U

kr
en

er
go

L
ep

ro
sy

, 
tu

be
rc

ul
os

is
, 

A
ID

S,
 

m
ul

ti
pl

e 
m

ye
lo

m
a

3 
pe

r 
ce

nt
Y

es

R
w

an
da

Ju
l 2

00
7

L
D

C
P

ar
7

3T
C

/A
Z

T
/

N
V

P
N

o
G

SK
, B

I
A

po
te

x 
In

c.
H

IV
/A

ID
S

N
/A

Y
es

R
w

an
da

N
ov

 2
00

7
L

D
C

P
ar

7
A

ll 
m

ed
ic

in
es

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
A

ll
N

/A
Y

es

Se
ne

ga
l

M
ar

 2
00

6
L

D
C

P
ar

7
A

R
V

s 
+

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S 

+
N

/A
Y

es

Si
er

ra
 L

eo
ne

F
eb

 2
00

9
L

D
C

P
ar

7
ID

V,
 L

P
V

/r
, 

N
V

P,
 T

D
F

N
o

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

Si
er

ra
 L

eo
ne

D
ec

 2
00

9
L

D
C

P
ar

7
D

D
I,

 I
D

V,
 

L
P

V
/r

N
o

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

So
ut

h 
A

fr
ic

a
O

ct
 2

00
3

D
C

A
rt

 3
1

A
Z

T,
 3

T
C

, 
A

Z
T

/3
T

C
, 

N
V

P
Y

es
G

SK
, B

I
C

IP
L

A
H

IV
/A

ID
S

up
 to

 5
 p

er
 

ce
nt

N
o

V
ol

un
ta

ry
 

lic
en

ce

So
ut

h 
Su

da
n 

(G
ov

er
nm

en
t 

of
 S

ou
th

er
n 

Su
da

n)

Se
p 

20
07

N
ot

 W
T

O
 

m
em

be
r

P
ar

7
A

ll 
m

ed
ic

in
es

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

Su
da

n 
(G

ov
er

nm
en

t 
of

 S
ud

an
)

M
ay

 2
00

7
O

bs
er

ve
r

P
ar

7
A

ll 
m

ed
ic

in
es

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
A

ll
N

/A
Y

es

214   Chapter 5



C
ou

nt
ry

D
at

e
W

T
O

 
C

la
ss

if
ic

at
io

n
T

yp
e 

of
 

F
le

xi
bi

li
ty

P
ro

du
ct

P
at

en
t 

fi
le

d/
gr

an
te

d
O

ri
gi

na
to

r
L

ic
en

se
e 

/
ad

dr
es

se
e 

/
ap

pl
ic

an
t

D
is

ea
se

R
oy

al
ty

 r
at

e
E

xe
cu

te
d

R
ea

so
n 

if
 n

ot
 

ex
ec

ut
ed

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

Su
da

n 
(G

ov
er

nm
en

t 
of

 S
ud

an
)

N
ov

 2
00

8
O

bs
er

ve
r

A
rt

 3
1

A
R

V
s

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

Sw
az

ila
nd

Ju
n 

20
05

D
C

A
rt

 3
1

N
V

P,
 A

Z
T

Y
es

B
I,

 G
SK

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

Sw
it

ze
rl

an
d

Ja
n 

20
19

H
IC

A
rt

 3
1

P
er

tu
zu

m
ab

Y
es

R
oc

he
P

ub
lic

 E
ye

C
an

ce
r

N
/A

P
en

di
ng

Sã
o 

T
om

é 
an

d 
P

rí
nc

ip
e

A
ug

 2
00

6
O

bs
er

ve
r

A
rt

 3
1

A
R

V
s

N
o

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

T
ai

w
an

 
(C

hi
ne

se
 

T
ai

pe
i)

N
ov

 2
00

5
D

C
A

rt
 3

1
O

se
lt

am
iv

ir
Y

es
R

oc
he

, 
G

ile
ad

N
at

io
na

l 
H

ea
lt

h 
R

es
ea

rc
h 

In
st

it
ut

e

A
vi

an
 f

lu
U

nk
no

w
n

Y
es

T
aj

ik
is

ta
n

Se
p 

20
05

D
C

A
rt

 3
1

3T
C

, D
4T

, 
A

Z
T,

 N
V

P,
 

E
F

V,
 T

D
F,

 
D

D
I,

 L
P

V
/r

, 
SQ

V,
 R

T
V,

 
N

F
V,

 A
B

C

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

T
an

za
ni

a
Ja

n 
20

08
L

D
C

P
ar

7
A

ll 
m

ed
ic

in
es

Y
es

M
ul

ti
pl

e
P

ha
rm

ac
y 

C
oo

rd
in

at
or

A
ll

N
/A

Y
es

T
ha

ila
nd

N
ov

 2
00

6
D

C
A

rt
 3

1
E

F
V

Y
es

M
er

ck
G

ov
er

nm
en

t 
P

ha
rm

ac
eu

ti
ca

l 
O

rg
an

iz
at

io
n

H
IV

/A
ID

S
0.

5 
pe

r 
ce

nt
Y

es

T
ha

ila
nd

Ja
n 

20
07

D
C

A
rt

 3
1

L
P

V
/r

Y
es

A
bb

ot
t

G
ov

er
nm

en
t 

P
ha

rm
ac

eu
ti

ca
l 

O
rg

an
iz

at
io

n
H

IV
/A

ID
S

0.
5 

pe
r 

ce
nt

Y
es

T
ha

ila
nd

F
eb

 2
00

7
D

C
A

rt
 3

1
C

lo
pi

do
gr

el
Y

es
Sa

no
fi

-
A

ve
nt

is
, B

M
S

G
ov

er
nm

en
t 

P
ha

rm
ac

eu
ti

ca
l 

O
rg

an
iz

at
io

n

C
ar

di
ov

as
cu

la
r 

di
se

as
e

0.
5 

pe
r 

ce
nt

Y
es

T
ha

ila
nd

Ja
n 

20
08

D
C

A
rt

 3
1

Im
at

in
ib

Y
es

N
ov

ar
ti

s
G

ov
er

nm
en

t
C

an
ce

r
N

/A
N

o
D

on
at

io
n

215Contributions of  the Doha Declaration and key post Doha developments



C
ou

nt
ry

D
at

e
W

T
O

 
C

la
ss

if
ic

at
io

n
T

yp
e 

of
 

F
le

xi
bi

li
ty

P
ro

du
ct

P
at

en
t 

fi
le

d/
gr

an
te

d
O

ri
gi

na
to

r
L

ic
en

se
e 

/
ad

dr
es

se
e 

/
ap

pl
ic

an
t

D
is

ea
se

R
oy

al
ty

 r
at

e
E

xe
cu

te
d

R
ea

so
n 

if
 n

ot
 

ex
ec

ut
ed

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

T
ha

ila
nd

Ja
n 

20
08

D
C

A
rt

 3
1

L
et

ro
zo

le
Y

es
N

ov
ar

ti
s

G
ov

er
nm

en
t 

P
ha

rm
ac

eu
ti

ca
l 

O
rg

an
iz

at
io

n
C

an
ce

r
N

/A
Y

es

T
ha

ila
nd

Ja
n 

20
08

D
C

A
rt

 3
1

D
oc

et
ax

el
Y

es
Sa

no
fi

-
A

ve
nt

is

G
ov

er
nm

en
t 

P
ha

rm
ac

eu
ti

ca
l 

O
rg

an
iz

at
io

n
C

an
ce

r
N

/A
Y

es

T
ha

ila
nd

Ja
n 

20
08

D
C

A
rt

 3
1

Y
es

R
oc

he
G

ov
er

nm
en

t 
P

ha
rm

ac
eu

ti
ca

l 
O

rg
an

iz
at

io
n

C
an

ce
r

N
/A

Y
es

T
ha

ila
nd

Se
p 

20
08

D
C

A
rt

 3
1

A
Z

T,
 3

T
C

, 
D

4T
, N

V
P,

 
3T

C
/A

Z
T

Y
es

B
M

S,
 G

SK
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

T
ha

ila
nd

Ju
n 

20
12

D
C

A
rt

 3
0

E
F

V
/F

T
C

/
T

D
F,

 3
T

C
/

A
Z

T
/E

F
V

Y
es

B
M

S,
 G

SK
, 

G
ile

ad
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

T
ha

ila
nd

Ju
l 2

01
2

D
C

A
rt

 3
0

E
F

V
/F

T
C

/
T

D
F,

 3
T

C
/

A
Z

T
/E

F
V

Y
es

B
M

S,
 G

SK
, 

G
ile

ad
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

T
ha

ila
nd

A
ug

 2
01

2
D

C
A

rt
 3

0
A

R
V

s
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

T
og

o
M

ar
 2

00
4

L
D

C
P

ar
7

A
ll 

m
ed

ic
in

es
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

A
ll

N
/A

Y
es

T
og

o
N

ov
 2

00
8

L
D

C
P

ar
7

T
D

F
/3

T
C

Y
es

G
ile

ad
, G

SK
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

T
og

o
M

ar
 2

00
9

L
D

C
P

ar
7

E
F

V,
 N

V
P,

 
3T

C
/A

Z
T

Y
es

B
M

S,
 B

I,
 

G
SK

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S
N

/A
Y

es

U
ga

nd
a

A
ug

 2
00

6
L

D
C

P
ar

7
3T

C
/D

4T
/

N
V

P
Y

es
B

M
S,

 B
I,

 
G

SK
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S

N
/A

Y
es

U
K

 (
Sc

ot
la

nd
)

A
pr

 2
01

8
H

IC
A

rt
 3

1
P

er
tu

zu
m

ab
Y

es
R

oc
he

C
iv

il 
so

ci
et

y
C

an
ce

r
P

en
di

ng
P

en
di

ng

U
kr

ai
ne

M
ar

 2
00

4
D

C
A

rt
 3

1
A

R
V

s
Y

es
M

ul
ti

pl
e

C
iv

il 
so

ci
et

y
H

IV
/A

ID
S

N
/A

Y
es

216   Chapter 5



C
ou

nt
ry

D
at

e
W

T
O

 
C

la
ss

if
ic

at
io

n
T

yp
e 

of
 

F
le

xi
bi

li
ty

P
ro

du
ct

P
at

en
t 

fi
le

d/
gr

an
te

d
O

ri
gi

na
to

r
L

ic
en

se
e 

/
ad

dr
es

se
e 

/
ap

pl
ic

an
t

D
is

ea
se

R
oy

al
ty

 r
at

e
E

xe
cu

te
d

R
ea

so
n 

if
 n

ot
 

ex
ec

ut
ed

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

fi
lt

er
 

U
ni

te
d 

K
in

gd
om

O
ct

 2
01

5
H

IC
A

rt
 3

1
T

ra
st

uz
um

ab
-

E
m

ta
ns

in
e

Y
es

R
oc

he
C

iv
il 

so
ci

et
y

C
an

ce
r

U
nk

no
w

n
P

en
di

ng
P

en
di

ng

U
ni

te
d 

K
in

gd
om

Ju
n 

20
19

H
IC

A
rt

 3
1

L
um

ac
af

to
r-

iv
ac

af
to

r
Y

es
V

er
te

x
C

iv
il 

so
ci

et
y

C
ys

ti
c 

fi
br

os
is

P
en

di
ng

P
en

di
ng

U
ni

te
d 

St
at

es
 

of
 A

m
er

ic
a

O
ct

 2
00

1
H

IC
A

rt
 3

1
C

ip
ro

fl
ox

ac
in

e
Y

es
B

ay
er

G
ov

er
nm

en
t

A
nt

hr
ax

N
/A

N
o

P
ri

ce
 d

is
co

un
t

U
ni

te
d 

St
at

es
 

of
 A

m
er

ic
a

M
ay

 2
01

8
H

IC
A

rt
 3

1
N

al
ox

on
e

Y
es

A
D

A
PT

 
Ph

ar
m

a,
 K

al
éo

 
Ph

ar
m

ac
eu

tic
al

s

G
ov

er
nm

en
t/

C
iv

il 
So

ci
et

y
O

pi
oi

d 
ov

er
do

se
P

en
di

ng
P

en
di

ng

U
ni

te
d 

St
at

es
 

of
 A

m
er

ic
a 

(L
ou

is
ia

na
)

M
ay

 2
01

8
H

IC
A

rt
 3

1
H

C
V

 m
ed

ic
in

es
Y

es
M

ul
ti

pl
e

St
at

e 
H

ea
lt

h 
Se

cr
et

ar
y

H
C

V
N

/A
N

o

Su
bs

cr
ip

ti
on

 
m

od
el

 fo
r 

lo
w

er
in

g 
pr

ic
e 

be
in

g 
im

pl
em

en
te

d

Z
am

bi
a

Se
p 

20
04

L
D

C
A

rt
 3

1
3T

C
/D

4T
/

N
V

P
Y

es
G

SK
P

ha
rc

o 
L

td
.

H
IV

/A
ID

S
2.

5 
pe

r 
ce

nt
Y

es

Z
am

bi
a

Se
p 

20
04

L
D

C
P

ar
7

A
R

V
s 

+
Y

es
M

ul
ti

pl
e

P
ro

cu
re

m
en

t 
ag

en
t

H
IV

/A
ID

S 
+

N
/A

Y
es

Z
am

bi
a

O
ct

 2
00

6
L

D
C

P
ar

7
A

R
V

s 
+

Y
es

M
ul

ti
pl

e
P

ro
cu

re
m

en
t 

ag
en

t
H

IV
/A

ID
S 

+
N

/A
Y

es

Z
im

ba
bw

e
M

ay
 2

00
2

D
C

A
rt

 3
1

A
R

V
s 

+
Y

es
M

ul
ti

pl
e

G
ov

er
nm

en
t

H
IV

/A
ID

S 
+

N
/A

Y
es

Z
im

ba
bw

e
Ja

n 
20

03
D

C
A

rt
 3

1
A

R
V

s 
+

Y
es

M
ul

ti
pl

e
G

ov
er

nm
en

t
H

IV
/A

ID
S 

+
N

/A
Y

es

Z
im

ba
bw

e
M

ar
 2

00
4

D
C

A
rt

 3
1

A
R

V
s

Y
es

M
ul

ti
pl

e
V

ar
ic

he
m

 
P

ha
rm

ac
eu

tic
al

s
H

IV
/A

ID
S

N
/A

Y
es

Z
im

ba
bw

e
Ju

l 2
00

5
D

C
A

rt
 3

1
A

R
V

s 
+

Y
es

M
ul

ti
pl

e
G

ov
er

nm
en

t
H

IV
/A

ID
S

So
ur

ce
: 

T
he

 T
R

IP
S 

Fl
ex

ib
ili

tie
s 

D
at

ab
as

e,
 M

ed
ic

in
es

 L
aw

 &
 P

ol
ic

y 
(h

ttp
:/

/t
ri

ps
fle

xi
bi

lit
ie

s.
m

ed
ic

in
es

la
w

an
dp

ol
ic

y.
or

g/
)

217Contributions of  the Doha Declaration and key post Doha developments



218

effecT of daTa exclusiviTy 
and linkage

1 Introduction

States have a duty to specifically regulate the medicines market over and 
above other consumer products. Amongst other things, they have the 
responsibility to ensure product registration, licensing, price control and 
control of  promotional information. Besides, they must have a reliable drug 
procurement system in place at the centre of  which is quality assurance: 
registering (procurement and distribution), diagnosing, prescribing and 
dispensing – patent monitoring. This is how data exclusivity comes in and 
may to some extent, hamper these processes and hence affect access to 
medicines locally.

Data exclusivity is provided in article 39(3) of  the TRIPS Agreement. 
‘Data exclusivity’, or ‘protection of  undisclosed information’, commonly 
known in the US as ‘data protection’ is specifically recognised and protected 
under TRIPS as a separate IPR. As such, it should not be confused with 
other protections under other rights, especially patents. Data exclusivity 
relates to test data on a patented product. It can also apply to any other 
data in the field of  IP. 

Under TRIPS, data exclusivity refers to pharmaceutical or agricultural 
chemical products, which contain a new chemical entity. In each case, it 
is a separate right in its own right. Although a separate and distinct right 
from a patent, the rapprochement between the two (which easily lends 
confusion) is that both are often sought together over the same product in 
the pharmaceutical domain. However, the period of  data exclusivity runs 
into the patent duration; that is, sometime after the patent had been granted. 
This means in other words that, data exclusivity only starts running after 
the patent has been granted (the preclinical and clinical trial phases have 
been completed) – the patent period had already started running from the 
date of  filing of  the patent or grant, whichever is applicable. But again, 
none is dependent on the other since, in some cases, the data exclusivity 
may not even be sought. Despite this separation between data exclusivity 
and patents, there are often attempts to link the two. 
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This chapter examines the rationale of  the protection of  test data that 
may be required to be submitted to regulatory authorities before a product 
is marketed in a country. It examines the link between the protection 
of  undisclosed data and patent protection and its impact on access to 
medicines. 

2 Purport and uncertain scope of data protection

Data exclusivity protects the data generated by the holder between 
registration and effective start of  use, such that the data may not be 
referred to or used by another person or company for a specific period of  
time. However, that does not mean that another person cannot generate 
the same data. The data is required to be protected because confidential 
test data has to be lodged with the approval or regulatory authority in 
a country where commercialisation of  the product is sought. This data 
needs to be kept confidential, else if  it falls in the hands of  a third party, 
the product may likely be copied and commercialised thereby boosting 
the counterfeit market, as well as unfair competition. However, there is no 
consensus as to the rationale of  the protection and whether it is necessary 
altogether. Yet, while the lack of  protection may not be justified, excessive 
protection both in terms of  time and scope may also reduce access to 
medicines. Article 39.3 of  the TRIPs Agreement provides as follows:

Members, when requiring, as a condition of  approving the marketing of  
pharmaceutical or of  agricultural chemical entities, the submission of  
undisclosed test or other data, the origination of  which involves a considerable 
effort, shall protect such data against unfair commercial use. In addition, 
Members shall protect such data against disclosure, except where necessary 
to protect the public, or unless steps are taken to ensure that the data are 
protected against unfair commercial use.

TRIPS limits the scope of  data exclusivity to three things:

• Originality; 
• Reasonableness; and
• Non-commercial use. 

There is no time bar and provisions in national legislation which violate 
the scope of  article 39(3) are TRIPS plus. Unfortunately, some trade 
agreements have adopted this attitude.1

1 See for example CAFTA art 1.1.
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Box 1.

UNCTAD Resource Book, 520-522, 530-532

28: Undisclosed information

…

1. Introduction: terminology, definition and scope

‘Undisclosed information’ is one of  the categories of  ‘intellectual property’ 
as defined in article 1.2 of  TRIPS. Though such information has often 
been referred to as ‘trade secrets’ or ‘know-how’, article 39 does not use 
these terms nor does it provide a definition of  ‘undisclosed information’. 
The difficulty of  finding a common and acceptable understanding of  what 
those notions mean favoured the adoption of  more neutral terminology 
that does not characterize the contents of  the information, but only its 
‘undisclosed’ nature. 

‘Undisclosed information’ covers any secret information of  
commercial value, including: 

• Technical know-how, such as design, process, formula and other 
technological knowledge  often resulting from experience and 
intellectual ability;

• Data of  commercial value, such as marketing plans, customers lists 
and other business- related information that provides an advantage 
over competitors; and

• Test and other data submitted for the approval of  pharmaceutical and 
chemical products for agriculture.

The obligation established under article 39.1 is limited to the protection of  
undisclosed information ‘against unfair competition as provided in article 
10bis of  the Paris Convention’.

The discipline of  unfair competition provides a remedy against acts 
of  competition contrary to honest business practices, such as confusing or 
misleading the customer and discrediting the competitor. An act of  unfair 
competition may be defined as:

[A]ny act that a competitor or another market participant undertakes 
with the intention of  directly exploiting another person’s industrial 
or commercial achievement for his own business purposes without 
substantially departing from the original achievement.
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Unfair competition rules supplements in some cases the protection 
of  industrial property rights, such as patents and trademarks. Unlike the 
latter, however, the protection against unfair competition does not entail 
the granting of  exclusive rights. National laws must only provide for 
remedies to be applied in cases where dishonest practices have occurred.

Article 39.2 does not define what ‘undisclosed information’ consists 
of. It only

specifies the conditions that the information needs to meet in order 
to be deemed ‘undisclosed’ and protectable: it should be secret, possess 
a commercial value and be subject to reasonable steps, under the 
circumstances, to be kept secret. The conditions set forth are substantially 
based on the US Uniform Trade Secrets Act, as adopted by many states 
in the USA.

The scope of  article 39.3 is limited to undisclosed data which are 
required by a national authority as a condition for obtaining approval 
for the marketing of  pharmaceutical or of  agricultural chemical products 
‘which utilize new chemical entities’, provided that the origination of  the 
data involved a ‘considerable effort’. 

This provision is, therefore, applicable, when:

a. There is an obligation to submit test data for obtaining marketing 
authorization for pharmaceuticals and agrochemicals;

b. The pertinent information is not publicly available;
c. The submission should refer to a ‘new chemical entity’. Hence, 

there is no obligation with regard to new dosage forms, new uses or 
combinations of  known products; and

d. In order to qualify as protectable the origination of  the data should 
have involved a ‘considerable effort’.

…

3.3 Article 39.3

Members, when requiring, as a condition of  approving the marketing of  
pharmaceutical or of  agricultural chemical products which utilize new 
chemical entities, the submission of  undisclosed test or other data, the 
origination of  which involves a considerable effort, shall protect such data 
against unfair commercial use. In addition, Members shall protect such 
data against disclosure, except where necessary to protect the public, or 
unless steps are taken to ensure that the data are protected against unfair 
commercial use.
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3.3.1 Conditions for protection of  data submitted for marketing approval

A basic premise for the application of  article 39.3 is that a Member 
imposes an obligation to submit data as a condition to obtain the marketing 
approval of  pharmaceutical or agrochemical products. This provision 
does not apply when it is not necessary to submit such data, for instance, 
when marketing approval is granted by the national authority relying on 
the existence of  a prior registration elsewhere.

The subject matter of  the protection under this article is undisclosed 
information contained in written material which details the results of  
scientific health and safety testing of  drugs and agrochemicals, in relation 
to human, animal and plant health, impact on the environment and 
efficacy of  use. This information is not ‘invented’ or ‘created’ but developed 
according to standard protocols. The protected data may also include 
manufacturing, conservation and packaging methods and conditions, to 
the extent that their submission is needed to obtain marketing approval. 

The data to be protected must relate to a ‘new chemical entity’. The 
Agreement does not define what should be meant by ‘new’. Members may 
apply a concept similar to the one applied under patent law, or consider 
that a chemical entity is ‘new’ if  there were no prior application for 
approval of  the same drug. Article 39.3 does not clarify either whether 
newness should be absolute (universal) or relative (local).

Based on the ordinary meaning of  the terms used, article 39.3 
would not apply to new uses of  known products, nor to dosage forms, 
combinations, new forms of  administration, crystalline forms, isomers, 
etcetera, of  existing drugs, since there would be no novel chemical entity 
involved.

3. Possible interpretations 

Article 39.3 does not define any substantive standard for granting 
protection (like inventive step or novelty), but simply mandates protection 
when obtaining the data involved ‘a considerable effort’. The text is vague 
about the type of  effort involved (technical, economic?) and also with 
respect to its magnitude. (When would it be deemed considerable?) The 
wording used here is broader than that employed in article 70.4 – where 
reference to ‘significant investment’ is made. A reasonable understanding 
would be that the ‘effort’ involved should not only be significant in 
economic terms but also from a technical and scientific point of  view, 
including experimental activities.
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3.3.2 Forms of  protection of  data submitted for marketing approval

The protection to be granted under article 39.3 is twofold: against 
‘unfair commercial use’ and against disclosure of  the relevant protected 
information. 

Considerable controversy exists about the interpretation of  the extent 
of  the obligation to protect against ‘unfair commercial use’. According 
to one view, the sole or most effective method 1036 for complying with 
this obligation is by granting the originator of  data a period of  exclusive 
use thereof, as currently mandated in some developed countries. Under 
this interpretation, national authorities would not be permitted, during 
the exclusivity period, to rely on data they have received in order to assess 
subsequent applications for the registration of  similar products.

According to another view, article 39.3 does not require the 
recognition of  exclusive rights, but protection in the framework of  unfair 
competition rules. Thus, a third party should be prevented from using the 
results of  the test undertaken by another company as background for an 
independent submission for marketing approval, if  the respective data had 
been acquired through dishonest commercial practices. However, under 
that provision a governmental authority would not be prevented from 
relying on the data presented by one company to assess submissions by 
other companies relating to similar products. If  the regulatory body were 
not free, when assessing a file, to use all the knowledge available to it, 
including data from other files, a great deal of  repetitive toxicological and 
clinical investigation will be required, which will be wasteful and ethically 
questionable. This position is also grounded on the pro-competitive effects 
of  low entry barriers for pharmaceutical product. The early entry of  
generic competition is likely to increase the affordability of  medicines at 
the lowest possible price.

On the other hand, protection is to be ensured against disclosure 
of  the confidential data by governmental authorities, subject to the two 
exceptions mentioned in article 39.3: (a) when disclosure is necessary to 
protect the public; and (b) when steps are taken to ensure that the data 
will not be used in a commercially unfair manner. Under these exceptions, 
disclosure may be permissible, for example, to allow a compulsory licensee 
to obtain a marketing approval, particularly when the license is aimed at 
remedying anti-competitive practices or at satisfying public health needs.

…

There is no WTO jurisprudence so far on this subject. However, the 
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USA requested consultations under the DSU against Argentina in relation 
to, inter alia, article 39.3 as applied to pharmaceuticals and agrochemicals. 
1039 on 20 June 2002, the USA and Argentina notified the DSB of  a 
mutually agreed solution. In the notification, they stated that:

‘The Governments of  the United States and Argentina have expressed 
their respective points of  view on the provisions of  article 39.3 of  the 
TRIPS Agreement, and have agreed that differences in interpretations shall 
be solved under the DSU rules. The Parties will continue consultations to 
assess the progress of  the legislative process … and in the light of  this 
assessment, the United States may decide to continue consultations or 
request the establishment of  a panel related to article 39.3 of  the TRIPS 
Agreement’.

‘In addition, the Parties agree that should the Dispute Settlement 
Body adopt recommendations and rulings clarifying the content of  the 
rights related to undisclosed test data submitted for marketing approval 
according to article 39.3 of  the TRIPS Agreement, and should Argentinean 
law be inconsistent with article 39.3 as clarified by the above-mentioned 
recommendations and rulings, Argentina agrees to submit to the National 
Congress within one year an amendment to Argentinean law, as necessary, 
to put its legislation in conformity with its obligations under article 39.3 as 
clarified in such recommendations and rulings’.

…

There is debate as to the real purport of  article 39(3) (Tahir Amin et al 
2006). Two schools of  thought are called into play here. The first led by 
the US, the EU and the multi-national pharmaceutical industry, interprets 
article 39(3) as requiring a standard of  data exclusivity that includes 
preventing regulatory bodies of  Member States from relying on data 
submitted by the originator company for a reasonable period of  time. The 
second school comprising some WTO Member States, legal experts and 
health experts, believes that article 39(3) only requires protection of  data 
from disclosure and fraudulent use of  test data, but not data exclusivity. 
They argue that article 39(3) does not prevent regulatory bodies of  
Member States from relying on data submitted by the originator company 
when deciding whether to register a generic version of  the same product. 
This interpretation certainly favours access to medicines. 

From the wordings of  the TRIPS Agreement, the reasoning of  the 
second school of  thought seems to be on the right track. The last sentence 
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of  article 39(3) shows that data exclusivity is not absolute because it only 
operates to protect against unfair commercial use. However, this provision 
neither defines what unfair commercial use is for the purposes of  interpretive 
clarity of  the entire provision nor specifies the duration for the data 
exclusivity. As such, the practice in the national laws of  most developed 
countries and agreements (regional or bilateral) involving these countries 
has been to fill these gaps in their own way notably firstly, by putting a 
blackout altogether on unfair commercial use as if  it were not even part or 
an issue of  the 39(3) provision; and, secondly, by providing a duration of  
the data exclusivity. Therefore, on this issue of  data exclusivity, TRIPS has 
been considered to be ambiguous and that paradoxically, ‘this ambiguity 
resulted in free trade agreements and regional trade agreements that 
require data exclusivity legislation according to the US standards’.2 The 
US standards referred to here are TRIPS plus. This is because they link 
the data exclusivity to the patent thus extending the life of  the patent. This 
issue is discussed further below. 

However, not all underdeveloped countries have fallen prey to such 
standards. Some developing countries and notably LDCs (Angola and 
Guinea Bissau) have rejected data exclusivity protection alongside patent 
protection in certification letters (Annexure 1). 

Whatever the rationale for the protection of  pre-test data, it is certain 
that it is required to protect inventive knowledge that has consumed much 
investment and time. Considering that the invention of  a medicine takes 
an average of  10-15 years and may cost about US$500 million and far 
more, it is apparent that data relating to the invention must be protected. 
For example, IFPMA research-based pharmaceutical companies in the 
United States invested US$21.8 billion in R&D in 1998, a 10 per cent 
increase over 1997.3 With forty per cent of  these R&D expenditures going 
to pre-clinical functions and thirty per cent going towards completing the 
Phase I, II, and III clinical trials required by the FDA. The research-based 
pharmaceutical industry is estimated to have spent nearly US$ 149.8 
billion globally on pharmaceutical R&D in 2015.4

2 M Pugatch ‘Intellectual property and pharmaceutical data exclusivity in the context 
of  innovation and market access’ (paper submitted at UNCTAD-ICTSD Dialogue 
on ensuring policy options for affordable access to essential medicines conference 
Bellagio 12-16 Oct 2004) in T Amin et al (eds) The impact of  art 39.3 in India: A practical  
perspective (2006) 18.

3 IFPMA (2000) Encouragement of  new clinical drug development: the role of  data exclusivity 
6 https://www.who.int/intellectualproperty/topics/ip/en/DataExclusivity_2000.
pdf ?ua=1 (accessed 12 June 2016). 

4 Evaluate Pharma (2016) World Preview 2016, Outlook to 2022 27 http://info.
evaluategroup.com/rs/607-YGS-364/images/wp16.pdf  (accessed 7 June 2020). 
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Seventy per cent of  all R&D expenditures in the US go to acquire 
regulatory approval. Data protection is therefore to prevent a situation 
where the data is illegally disclosed into the hands of  generic manufacturers 
who would immediately kill the market of  the patented product with 
cheap generic versions hence, sending out the patent holder out of  
business (being unable to recoup its investment). A company seeking 
marketing approval in a country is required to deposit data on the product 
to the regulatory authorities, who must certify the quality of  the product 
– quality assurance – biosafety (patented version) or bioequivalence (in 
case of  a generic – equivalence with the patented version), and even 
bioavailability, before the product is introduced into the domestic market. 
Biosafety is aimed at the protection of  the public against quackery, by 
ensuring that the claims as to the quality, efficacy and safety of  the product 
are true. Meanwhile, in the case of  a generic, it relates to bioequivalence 
(therapeutic equivalence) with the branded version in terms of  dosage, 
route of  administration and strength. Bioavailability is to ensure that the 
medicine will be readily available in sufficient quantities to satisfy demand 
over a reasonable period. 

It should be noted that quality medicines is an arm of  accessibility 
of  medicines under General Comment 14 of  the Committee ESCR. 
Indeed, UN Commission on Human Rights, Resolution 2003/29 on 
Access to Medicines in the Context of  Pandemics such as HIV/AIDS, 
Tuberculosis and Malaria calls upon States to promote policies that 
ensure that pharmaceutical products or medical technologies used to treat 
pandemics such as HIV/AIDS, tuberculosis, malaria or the most common 
opportunistic infections that accompany them, irrespective of  their sources 
and countries of  origin, are scientifically and medically appropriate and 
of  good quality.5

But then, there is a fear of  submitting vital data that might be disclosed 
to third parties thus resulting in unfair commercial use of  data. While some 
developing and developed countries do not protect such data, others do so 
at varying levels, yet some others do not have laws in this respect, and even 
when such laws exist, they are not properly enforced or not enforced at all. 

The position held by the US school on the reason for data protection 
mentioned earlier stems from the fact that most developing countries 
and LDCs do not have the requisite technology and knowhow to either 

cited in IFPMA (2017) The pharmaceutical industry and global health: Facts and figures 
13 https://www.ifpma.org/wp-content/uploads/2017/02/IFPMA-Facts-And-
Figures-2017.pdf  (accessed 7 June 2020).

5 Para 4(c). 
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ascertain the data or determine the quality status of  a drug on the basis 
of  the data. Thus, filing data to regulatory authorities here is not only 
risky, but also immaterial. Some countries simply depend on the fact that 
the product is commercialised elsewhere without proof  of  its biosafety or 
bioequivalence. However, others depend on the WHO prequalification list 
of  essential medicines.

3 Scope of unfair commercial use under  
 article 39(3) TRIPS

Although the precise scope of  what constitutes unfair practice under article 
39(3) is not mentioned, there should be no disclosure amounting to unfair 
commercial use. Amin et al consider the following as unfair commercial 
use for the purposes of  article 39(3): 

• government use of  data to compete with the originator;
• government employee use of  the data after leaving employment;
• acceptance of  the data by the regulator under one set of  terms not 

followed;
• acceptance of  fraudulently obtained data; and
• violation of  an explicit contract with the originator of  data.

The divergent view to the justification of  data protection shows the 
contentious atmosphere that reigned in the adoption of  the TRIPS 
Agreement. As a matter of  fact, article 39 is just one of  those uncertain, 
unstable and contentious provisions of  the TRIPS, no less than the 
castigated article 31(f) conditionality. Thus, it has been remarked that ‘The 
failure of  article 39.3 to impose a clear data exclusivity system has resulted 
in certain Member States, who are still hoping to encourage an exclusivity 
regime, resorting to bilateral and free trade agreements to achieve this end’ 
(Amin et al). It should be noted that article 39(3) does not mention any 
duration of  data exclusivity.

The question of  data exclusivity has been summarised in a technical 
briefing paper by MSF reproduced in Box 2 below.
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Box 2. Data exclusivity in international trade agreements: What 
consequences for access to medicines? 

(Excerpted from MSF Technical Brief, May 2004)

‘Data exclusivity’ is a term covering measures some governments, especially 
the US, are seeking to include in bilateral and regional trade agreements. 
The implications of  such measures need to be understood, because they 
could have far-reaching ramifications for access to medicines. Data 
exclusivity refers to a practice whereby, for a fixed period of  time, drug 
regulatory authorities do not allow the registration files of  an originator 
to be used to register a therapeutically equivalent generic version of  that 
medicine. 

Data exclusivity is completely separate from patents. In fact, the 
strongest impact may be felt in a country where there is no patent for 
a medicine – if  data exclusivity is granted this will provide a monopoly 
for a set period (eg five years). This short briefing paper outlines the 
consequences of  data exclusivity for access to medicines and explains why 
countries are not obliged to agree to it.

What kind of  data are we talking about?

‘Data exclusivity’ refers to test and other data that a pharmaceutical 
company must provide to a drug regulatory authority (DRA) in order to 
get first-time registration for any new medicine it wishes to market in a 
country. This test data is necessary to demonstrate the efficacy and safety 
of  the drug. Registration – or marketing approval – by the DRA is needed 
before a medicine can be marketed in a country.

When generic manufacturers later apply to register another version 
of  an already-registered medicine, they only have to demonstrate that 
their product is therapeutically equivalent to the original. To fulfil the 
efficacy and safety requirements, the drug regulatory authority relies on 
the registration file of  the original manufacturer. 

So what kind of  exclusivity is it?

In order to delay competition from generic manufacturers, multinational 
companies have been pushing hard to obtain exclusive rights over their test 
data. During this period of  ‘data exclusivity’, the DRA is not authorised 
to rely on information in the originator dossier to approve/register generic 
versions of  a medicine. This period of  exclusivity may vary from five 
years in the US to eight-10 years in the EU and can be found in developed 
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countries mostly in medicines legislation. Such legislation also exists in a 
limited number of  developing countries. 

Practically, data exclusivity prevents DRAs from registering generic 
versions of  a medicine during a limited period, unless the generic 
manufacturer independently carries out its own tests showing the safety 
and efficacy of  the medicine.

What are the consequences of  data exclusivity for access to generic medicines?

The biggest impact of  data exclusivity is on medicines that are not 
patented in some countries, as a result of  pre-TRIPS patent laws excluding 
pharmaceutical patents. This is the case of  most antiretroviral medicines 
in Guatemala for instance, where generic manufacturers will now have 
to wait five years from the date of  approval of  the original medicine 
in Guatemala before obtaining registration of  their own version of  the 
medicine. In other words, even when a medicine is not protected by any 
patent, multinational pharmaceutical companies are assured a minimum 
period of  monopoly in countries that provide data exclusivity. This is 
clearly going beyond the TRIPS Agreement (see further below). 

In other situations, where a medicine is protected by patents, data 
exclusivity may constitute a barrier to the use of  compulsory licenses. If  
a generic manufacturer is granted a compulsory license to overcome the 
patent, it will not be able to make effective use of  the license if  it has to 
wait for the expiry of  data exclusivity before it can get its generic version 
approved by DRA and put on the market. Therefore, countries will need 
to ensure that the use of  compulsory licences are not restricted by data 
exclusivity.

Data exclusivity is a means of  impeding generic competition, 
and maintaining artificially high prices, thereby restricting access to 
medicines. Moreover, it could be considered unethical to require generic 
manufacturers to conduct their own safety and efficacy trials with proven 
effective compounds. Clinical trials could expose patients to sub-optimal 
treatment. Proof  of  therapeutic equivalence should be sufficient. (This is 
because Guatemala only introduced patent protection for pharmaceuticals 
in November 2000. Consequently, all medicines which were applied for 
patent protection before this date cannot be patented in Guatemala (except 
for new improved versions that meet the patentability criteria). See MSF 
report Drug patents under the spotlight – Sharing practical knowledge 
about pharmaceutical patents, May 2003).
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What is the relationship between data exclusivity and patents? 

Patent application is made well before the application for drug registration, 
at the stage of  basic research, but since patents now last for 20 years, they 
usually expire after the data exclusivity period. The schematic graph below 
illustrates the interference of  patents and data exclusivity.

Is data exclusivity another kind of  intellectual property right?

Compared to more traditional intellectual property rights such as patents 
and copyrights, data exclusivity is very unusual since it does not require 
any inventive activity for it to be granted. Data exclusivity protection is 
instead only based on the fact that an investment has been made by the 
originator in carrying out the necessary tests to demonstrate the safety 
and efficacy of  their new medicine. Although the TRIPS Agreement now 
requires some protection for this sort of  data, it does not require that 
exclusive rights be granted in the same way as patents or copyright.

What does TRIPS say about test data?

Developed countries pushed very hard during the TRIPS negotiations to 
have data exclusivity included in the TRIPS Agreement as a new kind 
of  IPR. They succeeded in part, as test data are mentioned in Section 7 
of  the TRIPS Agreement, but not entirely, as TRIPS does not talk about 
‘exclusivity’ as such. There is only one article in the TRIPS Agreement 
that talks about test data: Article 39.3, which states that:

‘Members, when requiring, as a condition of  approving the marketing of  
pharmaceutical or of  agricultural chemical products which utilize new 
chemical entities, the submission of  undisclosed test or other data, the 
origination of  which involves a considerable effort, shall protect such data 
against unfair commercial use. In addition, Members shall protect such data 
against disclosure, except where necessary to protect the public, or unless steps 
are taken to ensure that the data are protected against unfair commercial use.’

In simple words, what TRIPS says is that WTO Members should protect 
‘undisclosed test or other data’ against ‘unfair commercial use’ and 
‘disclosure’. Nowhere does TRIPS state that countries should provide 
exclusive rights to the originator of  the data for a given period. Rather, 
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TRIPS simply refers generally to the need for ‘data protection’, without 
answering the question of  how such protection should occur.

As for other forms of  IP, article 39.3 of  the TRIPS Agreement 
only provides a minimum international standard for the protection of  
the submitted undisclosed information required for market approval 
of  a pharmaceutical product. Since the wording of  article 39.3 is very 
general, Members maintain substantial flexibility when determining how 
submitted test data should be protected. WTO Members do not have an 
obligation under article 39.3 to confer exclusive rights to test data, whether 
it is for three years, five years, or 10 years, as pointed out by many experts.

Data exclusivity is no more than ‘TRIPS-plus’ and is designed to delay 
the introduction of  generic competition, creating a barrier to access of  
medicines, in particular where there are no patent barriers.

What will be the effect of  data exclusivity in bilateral and/or regional trade 
agreements given TRIPS flexibility?

Countries that are members of  the WTO do not have to grant data 
exclusivity, as specified under TRIPS article 39.3. However, if  they agree 
to grant data exclusivity in a trade agreement signed after the TRIPS 
Agreement, they are bound by the later agreement, in accordance with the 
rules of  international law, and will have to implement this obligation at 
national level. Countries that have agreed to data exclusivity provisions in 
free trade agreements with the US include: Chile, Costa Rica, Dominican 
Republic, El Salvador, Guatemala, Honduras, Mexico, Morocco, 
Nicaragua and Singapore.

4 Duration of protection

As mentioned in the previous section, TRIPS does not state the period of  
data exclusivity. The duration of  data exclusivity varies from one country 
or region to another. In India, it is three years, while in the EU it varies 
from between six and ten years and in the US it is five years. Governments 
of  most developing countries do not protect registration data and freely 
rely on the data that the pioneer drug companies provide in order to 
facilitate the expeditious marketing of  generic copies of  the pioneer 
drugs. However, this approach may remove the incentive of  an innovator 
to launch in a particular market. With regard to developing countries 
and LDCs this may well indicate a reason why developed countries are 
reticent to develop medicines for neglected diseases that are ravaging their 
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populations.

5 Understanding data exclusivity and linkage

To fully understand the nexus between, and implications of  data exclusivity 
and patent linkage, it is necessary to describe the purport of  both concepts.

Data exclusivity seeks to prohibit the use of  pharmaceutical test data 
submitted for drug regulatory purposes for a period of  time. This will 
delay the registration and thereby the marketing of  the generic medicines 
regardless of  the patent status of  the product.

Patent linkage prohibits the granting of  marketing approval by drug 
regulatory authorities during the patent term without the consent of  
the patent holder. This means that the patentee prevents the regulatory 
authority from authorising the registration of  the generic version of  the 
patentee’s patented drug, on the basis that there is a patent covering the 
product, without the latter’s consent. This transforms health authorities 
into patent enforcement officials. This is wrong.

It should be noted that there is no requirement to link patent regulation 
and patent registration; it is a matter of  choice. TRIPS itself  does not 
require any such link between patent regulation and patent registration. 
Consequently, any such linkage is TRIPS plus. However, sometimes, the 
regulatory authority in the process of  implementing limitation grounds for 
registration (safety, quality, therapeutic use and sometimes price) becomes 
the patent registration authority. 

Because of  the fragile and uncertain status of  data protection 
stemming from its imprecise scope under TRIPS, developed countries 
have ingeniously devised a technique to hold tight to data exclusivity. 
This is done by linking the life of  data exclusivity to the patent life and 
thus indirectly extending the life of  the patent beyond the TRIPS legal 
threshold – 20 years. This means that the initial years following the grant 
of  the patent when the test data was being collected, are included at the 
end of  the original life of  the patent thus, increasing the life of  the patent. 
For example, in the US the data exclusivity period is five years and when 
added to the end of  the patent life, the patent now has a total duration of  
25 years. This is called ‘patent restoration’. It is TRIPS plus and is contrary 
to the rule that patent and data exclusivity are separate and independent 
IPRs. Besides, it is TRIPS plus since the term is automatically increased. 
Nowhere in the TRIPS or in article 39(3) is linkage of  the protection 
for trade secrets to any of  the other protections indorsed. Trade secret 
protection is entirely independent of  other protections and it is not 
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permitted to link the two. However, in some countries like Spain, the US 
and the EU, linkage between patents and data exclusivity is allowed thus 
mutually strengthening the patent. 

Data exclusivity and linkage also has other facets that are problematic. 
First, linkage between patent status and generic registration; meaning that the 
Regulatory Authority may not register generic versions of  a pharmaceutical 
product or process that is under patent without the patentee’s consent. This 
would be problematic, since the Regulatory Authority would probably 
lack the resources and manpower to check the patent status of  each 
product. Moreover, in case there is a patent, regulators may not have the 
expertise to assess whether the patent is valid and would be infringed. As 
a result, it is likely that they will enforce all the patents, even invalid ones – 
thus creating additional and unnecessary hurdles for generic competition. 
Second, ‘Linkage’ is also problematic in view of  the fact that patents are 
private rights’. As such, they should be enforced by the right holders, not 
by government. A WHO 2006 Briefing note excerpted below addresses 
some of  these issues. 

Box 3.

(WHO (2006) Data Exclusivity and Other TRIPS Plus Measures. Briefing 
Note Access to Medicines)

REGULATING MEDICINES

The pharmaceutical market is highly regulated. Two sets of  laws and 
regulations play a crucial role in this market. These are (i) the intellectual 
property laws and (ii) the laws and regulations about drug registration. 
These two sets of  laws have different objectives, and are administered by 
different government agencies. 

Intellectual property rights, notably patents (on which this briefing 
note will focus, since they have the most profound implications on access 
to medicines) are meant to reward innovation by providing inventors with 
temporary monopoly rights. Patents, however, confer negative rights: a 
patent on a certain pharmaceutical product means that the patent holder 
can prevent others from producing or selling that product. But it does not 
give the patent holder the right to actually sell that medicine. In order to 
be allowed to sell a medicine, it has to be registered by the national Drug 
Regulatory Authority. 
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The drug regulatory system, or registration system, seeks to ensure 
that only medicines of  assured safety, quality and efficacy are available on 
the national market. This is important, since consumers do not normally 
have sufficient information and knowledge about a pharmaceutical 
product to make their own assessment about its quality, safety and 
efficacy. In addition, medicines that are ineffective or of  poor quality can 
be dangerous, both for the patient and for public health. 

In order to assess the quality, safety and efficacy of  a product, the 
Drug Regulatory Authority will normally require the manufacturer to 
provide relevant information. For instance, in order to assess the quality 
of  the product, samples will have to be tested, the production procedures 
will have to be documented and validated, and the production facility may 
have to be inspected. 

Meanwhile, the safety and efficacy of  pharmaceuticals is demonstrated 
mainly via pre-clinical and clinical trials. Safety and efficacy can also be 
demonstrated by showing that a product is chemically and biologically 
equivalent to an existing medicine (the safety and efficacy of  which are 
already known). However, by definition, ‘bio-equivalence’ cannot be 
demonstrated for entirely new pharmaceuticals, since there will be no 
similar existing medicines with which to compare them. Thus, in practice, 
only generic manufacturers can demonstrate the safety and efficacy of  
their products via bio-equivalence tests. This latter point is important, 
since bio-equivalence tests are much smaller in scale than full-fledged 
clinical and pre-clinical trials. Thus, they can be conducted faster, and are 
considerably less expensive. 

Data exclusivity 

The clinical and pre-clinical trial data that originator companies submit 
to the Regulatory Authority are at the centre of  the debate on ‘data 
exclusivity’. 

Because bio-equivalence data only prove that a generic medicine 
behaves in the body in the same way as the original product (the safety 
and efficacy of  which have already been established), one could say that 
the generic company and the Regulatory Authority indirectly rely on the 
clinical trial data provided by the originator company. 

Originator companies argue that, since they made substantial 
investment in these trials, they deserve a period of  ‘data exclusivity’; a 
certain length of  time during which the Regulatory Authority cannot rely 
on the originator’s data in order to register a generic version of  the same 
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product. 

By implication, as long as the exclusivity lasts, generic producers 
would have to submit their own data to prove safety and efficacy, which 
would oblige them to repeat the clinical trials and other tests. This is 
something that would cause significant delay, and that many generic 
manufacturers cannot afford. Moreover, it would raise serious ethical 
questions, since it would mean that clinical trials will have to be repeated, 
purely for commercial reasons. 

Alternatively –and in practice much more likely – generic producers 
would have to delay the launch of  their product until the end of  the 
exclusivity period. Thus, data exclusivity diminishes the likelihood of  
speedy marketing of  generics, and delays competition and price reductions.

Implications of data exclusivity 

Proponents of  data exclusivity at times point out that data exclusivity does 
not have major implications, since the period of  data exclusivity would 
normally be shorter than the patent duration (see Figure 1a).

Yet, there are some questions as to whether data exclusivity could 
prevent the registration of  medicines produced under a compulsory license 
(see Figure 1.b below). If  so, data exclusivity would effectively render the 
compulsory license useless.
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Secondly, if  a period of  data exclusivity is also granted when an 
existing medicine obtains marketing authorization (or registration) for a 
second or new indication, data exclusivity could (be used to) extend the 
period of  exclusivity of  the originator product (see Figure 2).

Finally, data exclusivity could prevent the registration of  generic 
versions of  medicines even when there is no patent on a medicine, 
for example when a pharmaceutical does not meet the standards for 
patentability (eg because it is not new), when a country has no patent law, 
or when no patents are granted for pharmaceuticals. The latter situation 
can arise in least-developed WTO Member Countries, which do not have 
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to grant patents for pharmaceuticals until 2016.

Trips does not require data exclusivity 

It has at times been argued that article 39.3 of  the TRIPS Agreement 
makes it mandatory for countries to grant data exclusivity. However, 
careful reading of  article 39.3 does not warrant this conclusion; the text 
of  the article does not make any reference whatsoever to exclusivity or 
exclusive rights. 

Article 39.3 requires countries to protect undisclosed registration data 
about new chemical entities (i) against disclosure and (ii) against unfair 
commercial use. Thus, regulatory authorities may not publish registration 
data or share them with third parties (eg Generic competitors). This is a 
clear requirement. But there is some debate as to what exactly is meant by 
‘unfair commercial use’. Does the use of  bio-equivalence studies instead 
of  full clinical trials represent ‘unfair commercial use’? 

Clearly, there is no ‘unfair commercial use’ by the generic company. 
The generic manufacturer never uses the originator’s data, and does not 
even have access to them. Meanwhile, the regulatory authorities also do 
not normally use the originator’s data – though, as mentioned above, 
they may (indirectly) rely on them. But even if  the regulators would use 
those data, this is not commercial use, since the regulatory agency is not a 
commercial organization. Legal experts have also pointed out that, in the 
context of  article 39 of  TRIPS, the term ‘unfair commercial use’ refers to, 
and prohibits, practices such as industrial espionage, but was not meant to 
provide exclusive rights (Correa 2002). Nor was it meant to interfere with 
the work of  a government body tasked with protecting the public. 

Thus, legal and public health experts believe that TRIPS requires data 
protection, but not data exclusivity – and national laws do not need to be 
more stringent or more restrictive than TRIPS

It is also worthwhile to note that in developing countries, regulatory 
authorities often rely on data that are already published or otherwise in the 
public domain – and that therefore do not fall within the scope of  article 
39.3 (which only imposes protection for undisclosed data). 

Mitigating the impact

As mentioned above, from the perspective of  public health and access 
to medicines, it is preferable not to grant data exclusivity. Moreover, 
there is no requirement under international law that countries grant data 
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exclusivity; countries only have to provide for data protection. 

But if  a country, for some reason (see below), does grant data 
exclusivity or otherwise provides data protection beyond that mandated 
by TRIPS, it is important to limit its potential negative implications on 
access to medicines. This can for example be done by limiting its duration 
and/or scope (eg only for new chemical entities) and by providing that 
reliance on the originator’s safety and efficacy data is allowed in case of  
compulsory licensing. 

Other ‘TRIPS-plus’ provisions 

Requirements to offer exclusive rights to originator products that go 
beyond what is mandated by the TRIPS Agreement are sometimes 
referred to as ‘TRIPS-plus’ requirements. Data exclusivity is an important 
example. But it is not the only example. Other ‘TRIPS-plus’ requirements 
are for instance: 

• Patent term extensions, provisions to extend the duration of  a patent 
beyond the 20 years required by TRIPS, in order to compensate 
for delays in granting the patent or in registering the medicine. It is 
important to note that there is no obligation, from an international/
legal perspective, to grant such extensions;

• Limitations of  the grounds for compulsory licenses, which may 
preclude issuing a compulsory license for reasons of  public health. 
Requirements to limit the grounds (or reasons) for issuing a 
compulsory license go directly against the Doha Declaration which 
has unambiguously confirmed that countries are free to determine the 
reasons for granting compulsory licenses; and 

• Linkage between patent status and generic registration, meaning 
that the Regulatory Authority may not register generic versions of  
a pharmaceutical that is under patent. This would be problematic, 
since the Regulatory Authority would probably lack the resources and 
manpower to check the patent status of  each product. Moreover, in 
case there is a patent, regulators may not have the expertise to assess 
whether the patent is valid and would be infringed. As a result, it is 
likely that they will enforce all patents, even invalid ones – and thus 
create additional and unnecessary hurdles for generic competition. 
‘Linkage’ is also problematic in view of  the fact that patents are 
private rights; as such, they should be enforced by the right holders, 
not by the government. 

Other ‘TRIPS-plus’ requirements deal with the administrative procedures 
related to patent applications and/or the granting and revocation of  
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patents. The common feature of  all ‘TRIPS-plus’ provisions is that they 
have the effect to complicate and/or delay the marketing of  generics, and 
thereby reduce access to medicines. 

Yet, while these requirements are going beyond the TRIPS Agreement 
– or, in other words, are not required by TRIPS – in recent years, ‘TRIPS-
plus’ requirements have at times been incorporated in bilateral or regional 
free trade negotiations, in bilateral investment agreements and in other 
international agreements and treaties. From the perspective of  access to 
medicines, this is a worrying trend; countries should therefore be vigilant 
and should not ‘trade away’ their people’s right to have access to medicines. 

...

Initially, requirements for data exclusivity focused on undisclosed data 
that have been submitted to regulatory authorities. However, more recently, 
there have been cases where such demands just referred to ‘information’ – 
which could potentially expand the scope of  data exclusivity significantly 
by preventing regulators from relying on data that are in the public domain 
in order to register a generic medicine.

Conclusion

Medicines fall under two separate legal and regulatory systems: the 
intellectual property system and the drug regulatory system. These 
systems have different objectives, are administered separately and 
function independently. Recent efforts to integrate these two systems 
via data exclusivity, ‘linkage’ or other means are likely to have negative 
implications for access to medicines. Thus, (developing) countries would 
be well advised to keep these systems separate, and to reject any and all 
efforts to make connections between them. 

6 Why do drug companies want data exclusivity?

A number of  reasons may well explain off  pharmaceutical companies’ 
crave to enforce data exclusivity.

• They want to put money in R&D for new indications and formulations 
and consequently, such investment should be protected.

• They do not often file for patent applications in poor countries (so in 
return, they must enjoy data exclusivity where they file).

• Linkage transforms drug regulatory authorities to patent enforcement 
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authorities. This gratifies drug companies because it strengthens 
patent protection – an additional patent protection stage beyond the 
patent office and the courts.

• There is possibility of  disclosure before the 20-year term of  the patent. 

7 Opting out of data exclusivity

The following are catalogued situations that violate article 39(3) and 
in some circumstances constitute unfair commercial use (IFPMA 2000). 
However, some are pro access to medicines and others are not. 

• Absence of  data protection.
• Linkage of  the period of  data exclusivity to the life of  the underlying 

patent. 
• Spring-boarding: Canadian regulatory authorities accept applications 

for marketing approval of  generic copies that rely on the originator’s 
data before the period of  data exclusivity expires. This practice is a 
violation of  the TRIPS obligation not to rely on the originator’s data 
during the period of  data exclusivity.

• Vague and questionable definitions of  data exclusivity. 
• Nullification of  existing law on data exclusivity.
• Permitting on the market ‘similar’ copies of  originator drugs that 

were either approved for marketing abroad or in the country.
• Unauthorised disclosure of  proprietary data embodied in the 

registration dossier.
• Requirement to disclose test data without taking measures to protect 

confidentiality.

Question: Can you identify from the list above those which are 
pro access and those which hinder access to medicines? Can you 
also identify points of unfair commercial use? See the IFPMA 
publication excerpted in Box 4 below.

Box 4. Derogatory situations from article 39(3) TRIPS

(International Federation of  Pharmaceutical Manufacturers Associations 
(IFPMA) (2000) Encouragement of  New Clinical Drug Development: The Role 
of  Data Exclusivity 6-11)
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…  

III. Commercial and economic rationale for test data 
confidentiality

As briefly noted above, the generation of  the data necessary for the 
original marketing approval requires a very substantial investment of  
time, expertise, resources and money. The originators of  the drug must be 
given an opportunity – and the incentive – to recoup the enormous costs 
involved in generating such data before a competitor is permitted to rely 
on those data for the approval of  the generic alternative. 

For example, research-based pharmaceutical companies in the US 
invested US$21.8 billion in R&D in 1998, a 10 per cent increase over 
1997. With forty per cent of  these R&D expenditures going to pre-clinical 
functions and thirty per cent going towards completing the Phase I, II, 
and III clinical trials required by the FDA, seventy per cent of  all R&D 
expenditures in the United States go to gain regulatory approval. 

A new drug costs, on average, US$500 million and requires as long 
as 15 years to develop, if  preclinical and clinical trial phases are taken 
into account. Only three out of  ten drugs introduced in the United States 
from 1980-1984 had returns higher than their average after-tax R&D 
costs. Comprehensive drug testing in the clinical trial stage alone can 
cost US$150 million or more for a single medication, and only 10 per 
cent-20 per cent of  drugs ever clear the full set of  pre-clinical and clinical 
trials. In stark contrast, a manufacturer of  a generic alternative, if  it is not 
required to generate its own test data to gain marketing approval, needs 
only to invest US$1 million to launch a competitor drug, as long as it can 
demonstrate bioequivalency.4

When the later applicant receives the benefit of  the data generated by 
the originator without any investment on its part, the originator is placed 
at a significant commercial disadvantage. Such a situation undermines the 
investment potential existing even in countries with strong and effective 
patent protection, since the results of  the originator’s tests are immediately 
available to competitors at no cost. In addition, the burden is placed entirely 
on the originator to pursue any patent rights; under the data protection 
scenario, a product is only considered for marketing approval once the 
period of  data protection has passed. Given the imbalance between the 
cost to the originator of  gaining marketing approval for its drug and the 
copier’s cost of  coming on to the market, the research-based industry 
would have a reduced incentive, without such protection, to engage in the 
important R&D activities that will ultimately benefit patients through the 
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availability of  new and innovative drug therapies.

The incentive for developing new drug therapies that is provided by a 
period of  data exclusivity is especially critical when the new drug therapy is 
not patentable. For example, had generic copies of  TAXOL®, (paclitaxel), 
Bristol-Myers Squibb’s anti-cancer drug, which did not have any patents 
on its active ingredient, been able to be approved immediately, BMS would 
not have had any incentive to incur the extensive costs (estimated at well 
in excess of  US$500 million) to develop, test and bring TAXOL to market.

The fact that both patent protection and data exclusivity provide 
incentives reflects the dual nature of  the drug development process.

• Without the period of  market exclusivity provided by a patent, the 
research-based industry would not have any incentive to undertake 
the research leading up to the discovery of  the innovative drug therapy.

• Without data exclusivity, the originators of  the innovative drug would 
be placed at an unfair commercial disadvantage when compared to 
their generic competitors, who do not face similar costs of  meeting the 
mandated requirements set by regulatory bodies for drug approval.

The distinctiveness of  the two incentives is recognised in the United States 
and the European Union, where patent protection and data exclusivity 
provide, side-by-side, incentives to discover new drug therapies and to 
undertake the extensive testing required to bring them to market.

IV. Current state of data protection

Many developed and developing countries currently fail to provide 
data exclusivity along the lines mandated by article 39.3 of  the TRIPS 
Agreement. The forms of  the noncompliance range from the total absence 
of  protection to provisions and practices that limit the effective scope of  
the protection. The following are examples of  these practices:

1. Absence of data protection

Countries such as South Africa, Brazil and Israel currently do not have 
laws on their books that provide protection for proprietary registration 
data. Notwithstanding that articles 78 and 79 of  Decision No 344 of  the 
Andean Pact provide for the protection of  registration data, the individual 
member countries, such as Bolivia, Colombia, and Ecuador, do not 
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provide such protection in their legislation.

2. Linkage of the period of data exclusivity to the life of the underlying 
patent

Spain links data exclusivity to the life of  the underlying patent for the 
product for which marketing approval is being sought. Linkage of  the 
period of  data exclusivity to the life of  the underlying patent violates 
TRIPS obligations, since nowhere in article 39.3 is there any linkage of  
the protection for trade secrets to any of  the other protections found in 
Part II of  the TRIPS Agreement. Indeed, trade secret protection is entirely 
independent of  other protection and it is not permitted to link the two.

3. Spring-boarding

Canadian regulatory authorities accept applications for marketing 
approval of  generic copies that rely on the originator’s data before the 
period of  data exclusivity expires. Even though the product appears on the 
market after the period of  data exclusivity expires, the review of  the dossier 
occurs during the period of  data exclusivity. This practice is a violation of  
the TRIPS obligation not to rely on the originator’s data during the period 
of  data exclusivity.

4. Vague and questionable definitions of data exclusivity Singapore 
curtails the five-year period of data exclusivity by starting protection 
from the date of  filing of  the originator’s pharmaceutical product, rather 
than from the date of  its marketing authorization, which is the standard 
practice in the US and the EU. Beginning the count from the date of  filing 
is illogical, since the originator does not reap any commercial benefit from 
the data exclusivity when its product is awaiting marketing approval and, 
thus, is not on the market. The effective period of  data exclusivity provided 
in Singapore is thus curtailed by nine to fifteen months.

In addition to its ‘spring boarding’ policies, Canada interprets the 
definition of  ‘reliance’ in a strictly literal manner. On 3 November 1998, 
Justice Evans in Bayer Inc. v Attorney General of  Canada and Minister of  
Health, supported the Government of  Canada’s contention that if  the 
authorities in the Ministry of  Health do not physically open the dossier, 
then reliance has not occurred. Judge Evans further compounded the 
problem when he stated that ‘a period of  five years is a long time to grant 
a de facto monopoly for a drug that is not protected by a patent,’ thereby 
confusing the two separate intellectual property rights and erroneously 
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equating patent protection with the period of  data exclusivity.

5. Nullification of existing law

Korea had a data exclusivity law on its books but, in May 1997, deleted 
part of  the law that had specified that data on ‘efficacy’ and ‘domestic use’ 
were required for generic drug applications submitted within the six-year 
re-examination period. Local clinical trial data or proof  of  bioequivalency 
is now no longer needed for a copier drug to enter the Korean market, 
thereby negating the value of  the six-year re-examination period.

6. Permitting on the market ‘similar’ copies of originator drugs that 
were either approved for marketing abroad or in the country

The Government of  Argentina, which previously did not have any 
statutory protection for registration data, took a step backwards when it 
passed a data exclusivity law in December 1996, legitimizing the reliance 
on the originator’s registration data submitted to the Argentine public 
health authorities for use by producers of  similar products. Argentina 
provides for an expedited marketing authorization of  a ‘similar’ drug 
when the originator drug has already been marketed in Argentina or in a 
number of  other (developed) countries. 

Argentina reportedly will permit the marketing of  the generic copy if  a 
certificate of  free sale can be provided from abroad for the originator drug. 
Argentina claims that such use of  certificates of  free sale to approve the 
marketing of  a generic copy of  the originator’s drug does not constitute 
reliance on the originator’s data. A recently enacted law in Israel permits 
the importation and marketing of  any drug that is ‘similar’ to a drug that 
is already registered in Israel.

7. Unauthorized disclosure of proprietary data embodied in the 
registration dossier 

While TRIPS article 39.3 permits the disclosure of  the data, it only does 
so if  the disclosure is accompanied by steps to ensure that the data are 
protected against ‘unfair commercial use’. The countries of  Eastern and 
Central Europe, in preparation to join the EU, are attempting to converge 
their marketing regulatory requirements with those of  the EU. With the 
exception of  the Czech Republic, these countries are demanding full access 
to the registration dossiers of  the originator drugs, without providing 
any guarantee that the data will be protected from disclosure. Slovenia 
reportedly does not take any safe-guards to protect registration dossiers 
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against disclosure to generic copiers.

8. Requirement to disclose test data without taking measures to 
protect confidentiality 

Although Japan precludes the issuance of  any second approval without full 
clinical and non-clinical data for six years after the originator’s approval, 
it is not for the purpose of  protecting the data but to confirm, during the 
re-examination period, the efficacy and safety of  the approved new drug.

In addition, the Japanese Ministry of  Health and Welfare (‘MHW’) 
intends to publish a ‘Summary Basis of  Approval’ after the approval of  
each new pharmaceutical product. As the ‘Summary Basis of  Approval’ 
includes all necessary information for examination of  such new products 
by MHW, with a total length of  500 pages or more, the scope of  this 
publication will be significantly greater than the FDA’s SBA and the 
European ‘Summary of  the Product Characteristics’, which are about 40-
50 pages in length. Given that a data protection law is not available in 
Japan, this wide-ranging publication gives rise to doubts about this policy 
being in compliance with TRIPS.

Furthermore, a ‘Freedom of  Information Act’ is to be implemented 
in Japan from 1 April 2001. Since the Japanese Freedom of  Information 
Act will require the widest range of  publication in the world, the Act will 
give rise to serious doubts about its being TRIPS-compliant, unless it is 
properly applied.

Review questions

• How has India manoeuvred over article 39(3)? (Amin et al). See Box 
5 below. These authors propose the minimum amendments required 
under TRIPS, but reject the adoption of  a data exclusivity model.

• What are the consequences if a WTO member fails to observe the 
provision or a similar provision in its national law?

• Is any disclosure under 39(3) justified? Yes. Disclosure to protect 
public interest (disclosure to protect the public). In other words, 
disclosure on grounds of public policy. This is a wide ground that 
States can rely on to disclose data to a generic manufacturer for the 
production of generic versions of the patented medicines for which 
approval is sought or already given. For example, disclosure as 

245Effect of  data exclusivity and linkage



measure to protect public health situation is one of public interest. 
It should be recalled that public interest can even be considered a 
ground for even issuing a compulsory licence. The patent law of 
Germany allows this ground for compulsory licence.

• What is patent term restoration in relation to data exclusivity? Data 
exclusivity in terms of  pre-trial data since the entity is patented at an early 
stage of  invention (immediately after invention) before pre-trial period. 
Can the pre-trial period be recouped and added to the normal patent 
term (20 years) – patent restoration?

Box 5.

(T Amin, V Devaiah, P Radhakrishnan & M Steffen (2006) The impact of  
article 39.3 In India: A practical perspective 19-22)

…

B. Have the minimum requirements been met in India? 

Given the minimum requirements permitted under article 39.3, as 
articulated above, the question remains as to whether India needs to 
codify provisions to meet its TRIPS obligations, or whether its existing 
legal frameworks already achieve this purpose. Part B explores this issue. 

Suggestions have been made by commentators and during the Inter-
Ministerial meeting that India already meets its TRIPS obligations 
through its existing legal mechanisms. These existing mechanisms include 
the common law principles of  equity and the law of  confidence (otherwise 
known as ‘trade secrets’ or ‘the law of  breach of  confidence’), section 5 
of  the Official Secrets Act (‘OSA’), and the current Drugs and Cosmetics 
Act of  1940 (‘DCA’) and Drugs and Cosmetics Rules 1945 (‘DCR’). The 
question is: does India actually need to make any changes to its laws to 
be in compliance with article 39.3? This section briefly considers these 
existing legal frameworks in light of  the minimum requirements of  non-
disclosure and unfair commercial use, and whether these frameworks 
suitably meet the standard required while providing sufficient safeguards 
for the public. 

Implementing TRIPS 

Article 1.1 of  TRIPS provides that: 
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Members shall be free to determine the appropriate method of  
implementing the provisions of  this Agreement within their own legal 
system and practice.

Even with a narrow construction, this sentence can be interpreted 
as allowing Members to implement article 39.3 in a method to suit 
their own legal systems. This means that Members could adopt TRIPS 
provisions through statute, or give the Agreement direct effect and rely on 
the judiciary to implement. Given the language of  article 1.1, proponents 
supporting the position that India’s existing legal frameworks already 
meet the requirements under article 39.3 would not be incorrect. However, 
before reaching any conclusions, it is necessary to take a closer look at 
the existing frameworks and whether they actually achieve the minimum 
objectives set under article 39.3. 

Common law and the law of  breach of  confidence/trade secrets 

Currently, India does not have a specific statute that addresses breach of  
confidence, trade secrets, or unauthorized use/disclosure of  confidential 
information. India slowly has begun to develop case law on trade secrets 
and confidential information, although the question of  unauthorized use/
disclosure of  regulatory data has yet to be tackled. Should the matter of  
unauthorized use/disclosure arise, given India’s tendency to lend from 
UK case law, its judiciary would not be out of  step under the minimum 
requirements of  article 39.3 to rely on the well documented case R v 
Licensing Authority ex p Smith Kline (H.L.) 1990 1 AC 64. To that end, it 
would be plausible to argue that India does not need to implement any 
specific data protection provisions within its existing law, but could rely 
on the judiciary to develop the law. 

Leaving this matter in the hands of  a judicial system, however, rather 
than codifying it into law with guidelines and safeguards, is not ideal and 
could lead to as much ambiguity as exists with article 39.3 today. Worse, 
it could lead to a data exclusivity regime being implemented via common 
law. 

These concerns arise as a result of  the judiciary’s growing trend 
towards enforcing intellectual property rights more vigorously. It is known 
that some of  the judiciary, along with the patent office staff  and other 
related bodies in India, receive or attend courses on intellectual property 
and its enforcement through the World Intellectual Property Organisation 
(WIPO) and from developed countries, which advocate for stronger 
protection. Should a situation arise where a data exclusivity regime is 
installed through common law, leaving the matter of  interpreting terms 
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such as ‘new chemical entities’ to the judiciary, could lead the judiciary 
to reverting back to the current DCA’s broad definition of  a ‘new drug,’ 
thus making it more difficult to access generic drugs … Therefore, while 
the flexibilities of  common law could serve the needs of  article 39.3, such 
a system is not likely to maintain the minimum standards under TRIPS 
without further safeguards and clear direction. 

Official Secrets Act 1923

The concerns raised in the paragraph above equally apply to section 5 
of  the OSA, which has been interpreted as preventing the disclosure 
of  confidential information. While the OSA may meet the minimum 
obligations for non-disclosure required under article 39.3, it fails to 
provide the necessary safeguards against a data exclusivity regime. This 
is particularly so when its application would be left to the discretion of  
the judiciary. Moreover, it is questionable whether the OSA is a suitable 
piece of  legislation to house the matter of  data protection in commercial 
matters, given that its primary purpose is to protect against espionage and 
safeguard national secrets.

Drugs and Cosmetics Act and Rules 

Rule 53 of  the DCR currently prohibits the disclosure of  information 
received by an officer of  the Drug Controllers’ Office, except for the 
purpose of  official business, where it is required by a court of  law, or with 
the permission of  an official superior. 

While the prohibition on the disclosure of  information does not apply 
to the ‘official business’ of  the Drug Controllers’ Office and, therefore, sits 
within the minimum requirements of  article 39.3, the exceptions listed 
may be seen as problematic. For example, as it currently stands, an official 
could disclose information if  permitted by an official superior, which 
seems to contravene the minimum requirements of  article 39.3. As a result, 
it might be preferable to re-draft Rule 53 to ensure a clearer definition of  
non-disclosure within the context of  the minimum requirements permitted 
under article 39.3. 

To that end, although India could technically meet its article 39.3 
requirements without implementing new legislation or amending existing 
laws, from a practical perspective, and one which safeguards the minimum 
standards, it is preferable to amend the DCA and the DCR. 
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Summary: Minimum requirements 

• India may meet the minimum requirements of  article 39.3 through 
its common law. Given a lack of  case law on protecting undisclosed/
confidential information in India, it is likely that uncertainty may 
ensue. 

• India should meet the minimum requirements under article 39.3 by 
introducing amendments to the Drugs and Cosmetics Act. These 
changes should clearly define minimum obligations, such as the 
non-disclosure obligations, exceptions to non- disclosure, and the 
definition of  ‘new chemical entities’.

…

V. Recommendations

...

A. Data protection: The preferred minimum approach to TRIPS 

In order to eliminate any ambiguity that exists under current law, section 
53 of  the DCA should be amended to include the following clarification: 

• The Drug Controllers’ Office is permitted to rely on undisclosed data 
for subsequent marketing approval of  drugs and to disclose the data 
for research and experimental purposes. Such use shall not amount to 
disclosure of  undisclosed data. 

• Protection against the following uses of  previously undisclosed data 
should be codified: 

• Disclosure when not otherwise allowed (under the exceptions listed in 
the paragraph below); 

• Commercial use of  data by the Government to compete with the 
originator;

• Disclosure or commercial use of  undisclosed data by a Government 
employee after leaving employment;

• Acceptance of  undisclosed data by the regulator under one set of  
terms followed by use under a different set of  terms;

• Acceptance of  fraudulently obtained data; and
• Violation of  an explicit contract with the originator of  data.

In addition, exceptions should be included to permit disclosure of  
undisclosed data in the following circumstances: 

• For public non-commercial use, including Government use;

249Effect of  data exclusivity and linkage



• Where disclosure is necessary in the interest of  the public or to 
safeguard public health, including disclosure of  data relating to the 
safety and efficacy of  a drug; 

• All of  the above should only apply in relation to new chemical 
entities. For this purpose, Rule 122-E of  the Drugs and Cosmetics 
Rules should be amended as follows: 
The definition of  a ‘new drug’ should be limited to ‘a new drug that 
contains active moieties never before granted approval (anywhere in 
the world)’.

…

C. Data exclusivity 

As the Government of  India has no obligation to enact a data exclusivity 
regime under TRIPS, we recommend that it reject this option. If  the 
Government chooses to proceed with a data exclusivity model, the 
following safeguards must be incorporated in order to protect public 
health. As per the Inter-Ministerial draft: 

• Exclusivity should last for three years only;
• The three years should commence from the date of  first marketing 

approval of  a new drug anywhere in the world;
• Exclusivity should be limited to ‘new chemical entities’;
• Application in India within one year of  first marketing approval 

should be required to gain benefits of  data exclusivity;
• For patented drugs, exclusivity should not exceed the term of  the 

patent;
• Generic companies should be able to file for approval during the data 

exclusivity period and obtain tentative approval that becomes final on 
the day the exclusivity expires; and 

• Exclusivity should be waived for public non-commercial use, for 
drugs of  mass consumption, in cases of  need for public health or 
the public interest, in cases of  abuse by the exclusivity-holder, and in 
emergencies. 

In addition: 

• Data exclusivity should not be available for unpatentable drugs, 
even if  they are ‘new’ under the definition outlined Part A of  these 
recommendations; and

• Exclusivity for a patented product should automatically be waived 
if  any license is granted for production or sale of  a drug under the 
Patent Act.

…
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Annexures

Examples of country certification of country non-recognition of 
data exclusivity 

1. Angola
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2. Guinea Bissau
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addressing inTellecTual ProPerTy 
barriers: anTi-counTerfeiTing 

and comPeTiTion laws 

1 Introduction

Counterfeiting concerns trademarks. The essence in considering 
counterfeiting in relation to access to medicines is that, pharmaceutical 
products are covered by trademarks that may be counterfeited. This 
would, therefore, engender unfair competition with the branded version. 
This does not only break the originator of  the product’s market causing 
financial (pocket book) loss in terms of  drop in sales, but it actually 
misleads consumers into buying substandard products. Counterfeited 
medicines are undoubtedly dangerous to health. Anti-counterfeiting 
laws are aimed at ending the market of  counterfeit goods and their 
consequences. Sometimes, competition laws extend their prongs to 
also check counterfeiting since this is a vile form of  unfair competition 
– passing off. As such, anti-counterfeiting issues are often dealt with in 
competition laws. While anti-counterfeiting laws aim at ensuring access 
to quality goods, competition laws seek to oust monopoly to ensure access 
to goods at affordable prices. Both disciplines therefore are mutually 
inclusive and play a complementary role in access to medicines. However, 
in trying to contain counterfeiting, some laws have gone the other way, 
defeating competition thus defeating access to medicines strives. This may 
result from the manner in which the notion of  ‘counterfeit’ is defined in 
the law as in the case of  the Kenyan anti-counterfeiting legislation. 

This chapter briefly examines a country example of  anti-counterfeiting 
and competition laws in relation to TRIPS standards and access to 
medicines. The scope and effect of  the Kenyan anti-counterfeiting law 
is examined, pointing to the fact that an anti-counterfeiting law that 
frustrates competition cannot facilitate access to medicines, and may even 
be TRIPs plus as in the Kenyan case. The chapter then looks at the role of  
competition policies per se in enhancing access to medicines calling into 
play the South African example.

7chaPTe
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2 Anti-counterfeiting legislation and access to 
medicines – the Kenyan example

Competition laws generally seek to encourage fair market rivalry and 
counteract unfair trade practices such as the trade in contra banned or 
counterfeited goods. Sometimes, the law focuses or targets a single form 
of  unfair competition and therefore designs provisions that are aimed at 
addressing it. However, in most cases, such legislation while pursuing a 
purely commercial end, runs in confrontation with IP principles which 
also pursue trade goals. Thus, what may be an exception to exclusive rights 
over a product under an IP instrument may not be so under a national 
competition law since, under the same circumstances, the exception under 
IP law may be a breach of  exclusive rights under competition law. The 
scenario between the TRIPS Agreement and the Kenyan anti-counterfeiting 
legislation is a concrete example here.

As a more general measure, TRIPS provides for a balance between 
competition and IP interests. IPRs are essential but not sufficient conditions 
for competition. Both the excessiveness of  the scope and misuse (of  IPRs) 
need to be balanced by way of  regulation of  competition.

The relevant portions of  both the TRIPS and Kenyan Law are 
excerpted in Box 1 below to inform the ensuing discussions introduced 
above.

Box 1. Excerpts of TRIPS Agreement

…

Section 5: Patents

…

Article 28: Rights Conferred 

1. A patent shall confer on its owner the following exclusive rights: 

a. where the subject matter of  a patent is a product, to prevent third 
parties not having the owner’s consent from the acts of: making, 
using, offering for sale, selling, or importing for these purposes 
that product; 
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b. where the subject matter of  a patent is a process, to prevent third 
parties not having the owner’s consent from the act of  using the 
process, and from the acts of: using, offering for sale, selling, or 
importing for these purposes at least the product obtained directly 
by that process. 

2. Patent owners shall also have the right to assign, or transfer by 
succession, the patent and to conclude licensing contracts. 

…

Article 30: Exceptions to rights conferred 

Members may provide limited exceptions to the exclusive rights conferred 
by a patent, provided that such exceptions do not unreasonably conflict 
with a normal exploitation of  the patent and do not unreasonably 
prejudice the legitimate interests of  the patent owner, taking account of  
the legitimate interests of  third parties. 

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; 
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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, “Other use” refers to use other than that 
allowed under article 30. TRIPS Agreement 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.
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…

Article 33: Term of protection 

The term of  protection available shall not end before the expiration of  a 
period of  twenty years counted from the filing date.

…

*

* *

Kenyan Law: The Anti-Counterfeit Bill, 2008

…

A Bill for

An Act of Parliament to prohibit trade in counterfeit goods, 
to establish the Anti-Counterfeit Agency, and for 

connected purposes

Enacted by the Parliament of Kenya, as follows–

Part I – Preliminary

…

2. In this Act, unless the context otherwise requires—

…

‘Counterfeiting’ means taking the following actions without the authority 
of  the owner of  any intellectual property right subsisting in Kenya or 
elsewhere in respect of  protected goods:

a. the manufacture, production, packaging, re-packaging, labelling or 
making, whether in Kenya or elsewhere, of  any goods whereby those 
protected goods are imitated in such manner and to such a degree that 
those other goods are identical or substantially similar copies of  the 
protected goods;
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b. the manufacture, production or making, whether in Kenya or 
elsewhere, the subject matter of  that intellectual property, or a 
colourable imitation thereof  so that the other goods are calculated to 
be confused with or to be taken as being the protected goods of  the 
said owner or any goods manufactured, produced or made under his 
licence;

c. the manufacturing, producing or making of  copies, in Kenya or 
elsewhere, in violation of  an author’s rights or related rights; 

‘Counterfeit goods’ means goods that are the result of  counterfeiting, and 
includes any means used for purposes of  counterfeiting;

…

‘protected goods’ means– 

a. goods featuring, bearing, embodying or incorporating the subject 
matter of  an intellectual property right with the authority of  the 
owner of  that intellectual property right, or goods to which that 
subject matter has been applied by that owner or with his authority;

…

Scope and impact of  Kenyan anti-counterfeiting Act in relation to TRIPS

The reading of  article 28 of  the TRIPS Agreement is that within the 20 
years period of  enjoyment of  exclusive rights over a patented product 
or process (article 33), third parties are prohibited from making, using, 
offering for sale, selling, or importing for these purposes the patented 
product or process (excluding of  course ‘making’ in the case of  a process 
patent). However, article 30 provides legitimate room for derogation as 
seen earlier in chapters 2 and 3. Consequently, the exclusive rights may be 
disregarded, if  by so doing, this would not unreasonably interfere with the 
normal exploitation of  the patent or prejudice the legitimate interests of  
the patent holder, considering that the legitimate interests of  third parties 
are not interfered with as well. In this light, compulsory licensing (article 
31 TRIPS), or uses of  a patent for experimental, research or teaching 
purposes, or measures to correct anti-competitive practices (in the words 
of  TRIPS, ‘practices which unreasonably restrain trade’ (article 8), or licensing 
practices or conditions pertaining to intellectual property rights which restrain 
competition (article 40) or anti-competitive practices (article 31(K)) such as 
abusive pricing or failure to work/insufficient working of  the patent by the 
patentee etcetera, may be undertaken by third parties without fear of  legal 
action for violating the exclusive rights under the patent.
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Two issues:

First, the Kenyan legislation in its section 2 seems to adopt the same 
scope of  exclusive rights under article 28 TRIPS but unlike the latter, 
would consider any limitations to exclusivity (article 30 TRIPS) as a 
violation of  the right (anti-competition). This means that (1) Kenyan anti-
counterfeiting law expressly encourages monopoly situations and therefore 
is a hindrance to access to affordable medicines; (2) the Kenyan law in its 
commercial pursuit is an obstacle to access to medicines where there is 
a clear abuse by the patentee themself  of  their exclusive rights. Besides, 
a corrective measure against anti-competitive practices by the patentee 
under such circumstances, which is available under TRIPS, disappears 
under the Kenyan law. The Kenyan law is, therefore, more restrictive in 
its approach and TRIPS plus and a source of  limiting access to medicines.

Second, under the Kenyan legislation, the generic version of  a patented 
medicine would certainly qualify as ‘counterfeit’. (In your opinion, how is 
this possible? See the scope of  exclusivity under 28 TRIPS and the definition of  
a ‘counterfeit’ item under Kenyan law in relation to what a ‘generic’ medicine 
is)

Under section 2 of  Kenyan law, the mere manufacturing, producing, 
making (originals or copies) packaging (or re-packaging) or labelling 
without the consent of  the rights holder is counterfeit. This means that 
medicines, for example, that are produced under a government use or 
compulsory license for reasons of  national health emergency situations 
are counterfeits for the purposes of  the Kenyan Act, because the consent 
of  the right holder was not sought. Even more, the mere colourable 
‘imitation’ of  a good item in relation to the colouring of  an existing right-
protected good item, qualifies the former as a counterfeit. This is utterly 
absurd as it may be difficult to prove the intent to deceive (fault) or play on 
the mind of  the consumer in a tortuous action of  passing-off, for example. 
This is even more so because the Act does not define what constitutes 
‘imitation’.

The US-Morocco FTA also shows the extent to which, and how 
the consideration of  anti-counterfeiting provisions in trade matters may 
be inimical to public health needs in terms setting barriers to access to 
medicines. This has been highlighted by Berger and Prabhala (Box 2).



263Addressing intellectual property barriers: Anti-counterfeiting and competition laws 

Box 2

(J Berger and A Prabhala ‘Assessing the Impact of  TRIPS-Plus Patent 
Rules in the Proposed US-SACU Free Trade Agreement’ (2005))

The FTA concluded between the US and Morocco on 15 June 2004 
(‘the Morocco FTA’)1 provides the following definitions: 

‘counterfeit trademark goods means any goods, including packaging, bearing 
without authorization a trademark that is identical to the trademark validly 
registered in respect of  such goods, or that cannot be distinguished in its 
essential aspects from such a trademark, and that thereby infringes the rights 
of  the owner of  the trademark in question under the law of  the country of  
importation’. 

‘pirated copyright goods means any goods that are copies made without the 
consent of  the right holder or person duly authorized by the right holder in 
the country of  production and which are made directly or indirectly from an 
article where the making of  that copy would have instituted an infringement 
of  a copyright or a related right under the law of  the country of  importation’.

Even assuming that the reference to ‘piracy and counterfeiting’ in the 
letters to Congress applies to medicines, it does not necessarily follow that 
TRIPs-plus protections in this regard would limit access to a sustainable 
supply of  affordable medicines of  recognised quality, safety and efficacy. 
Strong protections against counterfeiting are necessary for guaranteeing 
that the products in question are indeed the same products that have been 
recognised by the relevant drug regulatory authority as satisfying the 
relevant quality, safety and efficacy criteria applied in the drug registration 
process. 

But issues of  ‘piracy’ are different. A ‘pirated’ copy of  a patented 
medicine, for example, may or may not be of  acceptable quality, safety and 
efficacy, as is also the case with the patented medicine itself. Protection 
against ‘patent piracy’ does not necessarily take into account drug 
regulatory authority concerns or even whether it is lawful to manufacture 
the particular ‘pirated’ copies in the country of  production. If  the USTR’s 
approach to ‘piracy’ were to extend to pharmaceutical products, it would 
mean that the importation of  safe and efficacious generic medicines of  
acceptable quality – in a way that infringes the patent – would be subject 
to the criminal law. 

1 The text of  the Morocco FTA http://www.ustr.gov/Trade_Agreements/Bilateral/
Morocco_FTA/FInal_Text/Section_Index.html (accessed 7 June 2020).
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Criminal sanctions initiated by the state would constitute a major 
departure from the current civil nature of  enforcement proceedings, 
threatening to undermine medicines access. Under existing law in South 
Africa, a defendant may request a compulsory licence as a defence to an 
action of  patent infringement.2 This allows for generic companies to be 
proactive, knowing that they have a strong defence in the event of  the 
patentee taking legal action in response. Threats of  criminal prosecution, 
on the other hand, would have a chilling effect, even if  a similar defence 
were instituted.

In explaining why the USTR seeks the use of  the criminal law 
through its FTAs and bilateral consultations, it makes the allegation that 
‘counterfeit and pirated products are usually made with substandard 
materials, and undergo little or no quality control or even basic health and 
safety testing’.3 Without taking issue with the accuracy of  this statement, 
what it does suggest is that both ‘counterfeiting’ and ‘piracy’ are applicable 
to pharmaceutical products. 

It is therefore possible that the USTR letters to Congress in November 
2002 may indeed be interpreted to mean that the USTR will seek an FTA 
that mandates the use of  the criminal law to prevent the importation of  safe 
and effective generic medicines of  acceptable quality. In practice, however, 
not one of  the FTAs already concluded seeks criminal sanctions for ‘patent 
piracy’. The focus of  ‘anti-piracy’ criminal sanctions is ordinarily limited 
to copyright and related rights. It seems unlikely that such an agenda will 
be pursued actively in the SACU FTA negotiations.

Instruments such as the Kenyan anti-counterfeiting law and the US-
Morocco FTA defeat the very strengths of  human rights standards relating 
to States’ obligations to ensure the highest attainable standards of  health 
for their citizens enshrined in various human rights instruments. In fact, 
in General Comment 14,4 the Committee on ESCR interpreted access to 
medicines as a core element in the attainment of  the highest attainable 
standard of  health under the Covenant. On the basis of  this same standard 
under article 16 of  the ACHPR, the 2008 Resolution of  the African 
Commission emphasises that ‘access to needed medicines for treatment, 
prevention and palliative care is a necessary condition for leading a healthy 

2 Circuit Breaker Industries v Barker & Nelson 1993 BP 431.

3 USTR’s 2004 ‘Special 301 report’ 3 www.ustr.gov/Document_Library/Reports_
Publications/2004/2004_Special_301/Section_Index.html (accessed 7 June 2020).

4 Para 43.
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and dignified life’, and enjoins African governments ‘to protect access to 
needed medicines from actions by third parties through regulatory systems 
that...stimulate and promote competition, intellectual property, consumer 
protection and other laws to promote access to medicines’.5

All in all, the enforcement of  pharmaceutical regulation against 
counterfeiting can also constitute a barrier to legitimate trade. National 
legislation should, therefore, include penalties for deliberate production, 
sale and distribution of  counterfeit medicines that constitute a deterrent, 
and resources need to be devoted to enforcement to combat production 
and trafficking in counterfeits.6

3 Competition law and access to medicines in 
South Africa

Developed countries have evolved their IP regimes along with other 
forms of  regulation to promote competition. This acts as a safeguard 
when the IP system is used in a way that unduly reduces competition. 
But developing countries generally have rather weak and ineffective 
mechanisms for regulating anti-competitive practices, or none at all. Also, 
putting into place effective competition legislation, and the institutions 
that go with it, is as challenging as establishing an IP regime. Developing 
countries may need to consider strengthening their competition policies, 
which is desirable on other grounds as well, not just as a complement to 
IP. Competition law serves as a good tool for accessing medicines and 
defending the right to health where patent laws or anti-counterfeiting laws 
such as the Kenyan Anti-Counterfeiting Act are not helpful. At least three 
approaches may help explain this.

The first is an example directly drawn from the South African 
experience. The South African Patent Act provides in respect of  
compulsory licensing that only ‘interested persons’ may apply for the 
licence. This provision is vague since it does not give a clue as to who such 
interested persons may be. So it is not clear whether ‘interested persons’ 
are business persons or entities who wish to exploit the licence, or, persons 
affected by access. The South African Competition Act, 89 of  1998 offers 
an outlet here. Section 8 provides that anyone may lodge a complaint 
against an alleged practice of  unfair competition. This is a broad basis 

5 Res on access to health and needed medicines in Africa (ACHPR/Res.141 (XXXXIIII) 
08, paras 4 & 8).

6 COMESA and European Union ‘Sector strategy for access to medicine in COMESA’ 
(2011) 12 http://www.comesa.int/attachments/article/670/03_comesa_public_
health_access_medicine_review_implementation_12 per cent2004 per cent202011.pdf  
(accessed 12 June 2011).
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determining interested persons under the Patent Act covering persons or 
entities who wish to exploit the licence, and persons affected by the access. 

The second, which stems from an argument which may also be raised 
under competition law is that, a patent is being used to extort high prices 
and as such constitutes an abusive use of  a monopoly situation where there 
is no competition. This can lead to either a voluntary licensing without 
prior negotiation as in the Hazel Tau v GlaxoSmithKline & Boeringer Ingelheim 
case, or a compulsory licence, as an anti-competition corrective consonant 
under TRIPS (articles 8.2, 31(k), and 41). It is clear that problems of  
monopoly pricing exist where there is no competition and companies 
restrict licensing to just one licensee. However, issuing a voluntary licence 
to only one generic manufacturer does not dispel monopoly and would 
not force prices down. Instead, multiple licences, especially public sector 
licences, are necessary as they effectively dispel monopoly and encourage 
competition that would occasion low prices.

The third is legal activism to solve problems related to access and 
affordability, which may well pay off  in some cases. Litigation against 
pharmaceutical companies exercising monopoly under competition law 
may be more effective than an action against the State as a useful corrective 
measure against problems related to inaccessibility to medicines due to 
high prices. However, legal action against the State may be unpredictable 
as the interest-based relations between the State and home country of  the 
pharmaceutical company or the company itself  may be unknown. Overall, 
legal activism is good but it may well prove unsustainable, time consuming, 
expensive and is on a case-by-case basis (since it usually involves specific 
drugs which are not necessarily owned by the same company and would 
therefore necessitate a separate action for each medicine). Besides, in the 
history of  litigation in access to medicines, just as in the case of  use of  
compulsory licensing, the bulk of  cases concern ARVs while medicines 
for other illnesses are literally ignored.

Thus, competition law complements existing IP flexibilities and 
States’ human rights obligations to meet public health needs by ensuring, 
amongst other things, that medicines are accessible, available, affordable 
and appropriate. 
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Box 3. South Africa’s example of using competition law to access 
medicines

(Excerpted from E ‘t Hoen (2009) The Global Politics of  Pharmaceutical 
Monopoly Power: Drug patents, access, innovation and the application of  the 
WTO Declaration on TRIPS and Public Health 51-54)

…

5. Practical implementation of  the Doha Declaration on TRIPS and 
Public Health

…

5.3.4 South Africa

In December 2003, GSK and Boeringer Ingelheim (BI) granted 
voluntary licenses as part of  a settlement after the South African 
Competition Commission had found the companies guilty of  anti-
competitive practices in the case Hazel Tau vs. GSK and BI. Technically, 
these were voluntary licenses; however, it is doubtful that the companies 
would have agreed to voluntary licenses without the Commission’s ruling 
and the prospect of  considerable fines and compulsory licenses. It is 
therefore more appropriate to discuss this case in this section on non-
voluntary measures.

Two years prior to the Hazel Tau settlement, GSK and BI had reached 
voluntary license agreements with one South African generic company, 
Aspen Pharmacare. These licenses were limited to the supply of  the South 
African public sector and the requested royalties were 30 per cent of  the 
generic sales price for GSK and 15 per cent for BI. These licences were 
highly problematic because by only licensing one company they severely 
restricted competition, and by limiting the market to the South African 
public sector, they prevented economies of  scale in manufacturing. In 
2001, a public sector market in South Africa for ARVs hardly existed. 
Export to other nations was not permitted under the licenses. The 
royalties were highly and set an undesirable precedent. These licenses 
seemed to be aimed at carving up the monopoly rather than introducing 
real competition in the market.

In September 2002, a group of  eleven individuals living with AIDS, 
health care workers, AIDS treatment organizations and a trade union 
(Treatment Action Campaign 2003) launched a complaint against GSK 
and BI at the South African Competition Commission (Tau 2002). The 
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complainants alleged that the companies engaged in excessive pricing of  
ARVs to the detriment of  consumers, as prohibited by Section 8(a) of  
the Competition Act, 89 of  1998. They argued that the excessive pricing 
of  ARVs was directly responsible for the premature, predictable and 
avoidable deaths of  children and adults living with HIV/AIDS. The ARVs 
concerned were: zidovudine, lamivudine, the fixed-dose combination of  
lamivudine/zidovudine and nevirapine.

The complainants had a well-prepared case, and offered the 
Competition Commission detailed information on the epidemiology 
of  the AIDS epidemic, medical and scientific information about ARV 
treatment, detailed information on ARV prices in South Africa compared 
to prices available elsewhere, and data on the costs of  pharmaceutical 
R&D (see table 5). National and international interested parties, including 
Action for South Africa, Oxfam International, MSF, the Canadian HIV/
AIDS Legal Network, Consumer Project on Technology and the Council 
of  Medical Schemes provided affidavits to the Competition Commission 
on a series of  specific issues (Competition Commission Complaint 2003).

On 16 October 2003, the Competition Commission found that GSK 
and BI had contravened the Competition Act of  1998 (South Africa 
Competition Commission 2003). The firms were found to have abused 
their dominant positions in their respective ARV markets.

In particular, the Commission found that the firms were guilty of  
the following restrictive practices: denied a competitor access to an 
essential facility, excessive pricing and engaged in an exclusionary act. 
The Commission decided to refer the matter to the Competition Tribunal 
for determination and requested the Tribunal to impose the following 
sanctions:

• Compulsory licenses of  the patented medicines to allow any person 
to exploit the patents to market generic versions of  GSK’s and BI’s 
patented medicines or fixed-dose combinations that require these 
patents, in return for the payment of  a reasonable royalty; and

• A penalty of  10 per cent 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.

This decision and the hefty sanctions that were requested from the Tribunal 
brought the companies to the negotiating table, and on 10 December 
2003 an agreement between the parties was reached (Treatment Action 
Campaign 2003b). The South African Treatment Action Campaign (TAC) 
played a key role in both the preparation of  the case and the negotiations 
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with the companies. The settlement included the following provisions:

• Licenses for four generic companies to produce, import, sell and 
distribute zidovudine and lamivudine, and licenses to three generic 
companies to produce, import, sell and distribute nevirapine (both 
adult and paediatric formulations);

• Royalties were set not to exceed 5 per cent;
• Licenses were for both public and private sector markets; and
• Licenses allowed for export but limited the export to sub-Saharan 

African countries.

In principle this meant that the South African government could benefit 
from the best prices on the global market. TAC pointed out that as a 
result of  the licenses, South Africa too could now benefit from a price 
agreement that the Clinton Foundation had made in October 2003 with 
four Indian companies to supply triple-combination fixed-dose ARVs for 
140 US$ per patient/ year (TAC 2003c). in practice, however, the Indian 
companies could not be part of  the South African government’s tender 
because the licence exception of  a partial award to Cipla for d4t) (Berger, 
personal nature of  the license: if  the South African government had made 
government use or issued a compulsory license, this delay in accessing the 
lowest-priced medicines could have been avoided and competition could 
have been more effective. Five years later, the original tender was still in 
place. Apart from Cipla’s contract, Aspen was the only generic company 
supplying the South African public sector in 2008 (Berger, personal 
communication 2008).

Nevertheless, the use of  competition law by groups campaigning for 
access to medicines reduced the price of  first-line ARVs dramatically in South 
Africa. In 2007, a co-blister package of  stavudine+lamivudine+nevirapine 
was available in the public sector for 180 US$ per patient/year. Problems 
with monopoly pricing remain in areas where competition does not exist 
or companies restrict licensing to just one grantee.

Review problem

Examine your country’s national law or the regional law applicable to 
your country on anti-counterfeiting and/or competition law and try to 
identify measures, which while seeking to protect against unfair trading 
practices, would encourage or rather impede access to medicines, as the 
case may be.
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imPacT of bilaTeral  
Trade agreemenTs on access 

To medicines: TriPs Plus 
Provisions in fTas

1 Introduction

Concerns have been expressed over the implementation of intellectual 
property rights in bilateral trade agreements. The issue here is that most 
developed countries seem frustrated at the manner in which the TRIPS 
flexibilities were interpreted at Doha and these countries have turned to 
bilateral trade agreements to get back what they think they lost at Doha 
by imposing stricter IP rules in these agreements. This undermines the 
very purpose of the Doha Declaration on the TRIPS and public health, 
which put public health above trade interests. 

Current bilateral trade agreements therefore seem worse than TRIPS 
in the right to health and access to the medicines debate. Developing 
countries and LDCs often sign up to those agreements because of 
prospective gains in other areas, such as the agricultural or textile 
markets. Unfortunately, this cannot counterbalance their health needs. 
Bilateral trade agreements can seriously undermine multilateral systems 
by limiting more generally the use of flexibilities therein by developing 
countries and LDCs. For example, the WTO principle of Most Favoured 
Nation means that terms agreed bilaterally or regionally must be offered 
to all other WTO members on the same basis, but this may not be in 
conformity with the bilateral rules. It should be noted that the TRIPS 
Agreement is a multilateral trade agreement whose members are involved 
in FTAs having conflicting IP standards with its own. In the first year 
of the former Obama Administration, one of the keynote messages was 
contained in a clear and direct statement that bilateral agreements should 
not prevent developing countries from adopting humanitarian licensing 
policies to improve access to life saving medicines. The extent of the 
truth and the good faith in such political rhetoric remains a paradox in 
the face of the substance of growing number of US FTAs with developing 
countries, girded with the threat of trade sanctions under the famous 
special (section) 301 (procedures) under the 1988 Trade Act. 

8chaPTe
r
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This chapter examines the interaction between bilateral trade 
agreements and the right to health in African countries, in particular, the 
extent to which such agreements determine or affect access to medicines. 
The understanding is that FTAs often comprise TRIPS plus standards, 
which by all means, do not promote access to medicines in developing 
countries and LDCs.

2 State of the problem of trade and access to 
medicines

Fiona Rae observes that ‘[p]rincipally, the current global trade markets 
have denied developing countries the opportunity to protect the right to 
access essential medicines appropriately, where they have felt it necessary 
to sacrifice public health in order to promote economic development in 
other ways. Developed countries have sustained significant leverage 
over the less developed countries by maintaining a highly unequal trade 
system which has induced lower income nations to resort to desperate 
measures to remedy their exclusion. In this way, free trade agreements 
(FTAs) are perceived as the entry to lucrative western markets and 
patents have become the payment for the hope of a better future’.1

The Doha Declaration on the TRIPs Agreement and Public Health, 
adopted in November 2001, called for public health to be a priority in the 
implementation of TRIPS. There are consistent efforts from developed 
countries, sometimes abetted by poor countries to undermine the 
flexibilities that were so strongly recognised and endorsed at Doha. The 
chief accused here are FTAs (and in some cases regional FTAs such as 
CAFTA) and Economic Partnership Agreements (EPAs). Surprisingly, 
the Doha declaration was specifically acknowledged in the US 2002 
Trade Act, which made a commitment to protect public health within 
the US bilateral trade agreements. However, a 2005 report by the 
WHO found that within the US bilateral trade agreements, flexibilities 
to protect access to medicines have not been implemented and free 
trade agreements have indeed restricted access to affordable medicines 
through the imposition of stiff IP regimes. It is clear that there are no 
complementarities between the US bilateral trade agreements and public 
health standards.

1 F Rae ‘Intellectual property rights versus the right to access essential medicines: 
Why do patents still pose a threat to drug access after the Doha Declaration?’ (2010) 
HAI Essay Competition 3 http://www.haiweb.org/25102010/Winner_HAI_Essay_
Competition_2010_Fiona-Rae.pdf  (accessed 1 March 2020).
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3 Justification for stiffer IP regimes in trade 
agreements?

Although there is seemingly justification from the parties themselves for 
the adoption of stiffer IP regimes in trade agreements, there are none 
in relation to access to medicines. In the end, there is no meaningful 
justification for such IP regimes; rather, there is some fiat for resorting 
to them. The following paragraphs trace the fiat for stiff standards while 
Box 1 below shows a typical example of how parties could foment the 
standards in a trade agreement process, perhaps on the basis of this fiat.

Fiat for higher IP standards in trade agreements

In General Comment 17 on article 15(1)(c) of the ICESCR, the Committee 
on ESCR clearly appears to fan the leeway for adopting stricter IP rules 
within trade agreements, which may impede access to medicines. 

Paragraph 11 of General Comment 17 states:

The Committee observes that, by recognizing the right of everyone to 
‘benefit from the protection’ of the moral and material interests resulting 
from one’s scientific, literary or artistic productions, article 15, paragraph 
1(c), by no means prevents States parties from adopting higher protection 
standards in international treaties on the protection of the moral and 
material interests of authors or in their domestic laws,2 provided that these 
standards do not unjustifiably limit the enjoyment by others of their rights 
under the Covenant.3

Although there is a claw-back clause in this paragraph – ‘provided that..’. 
– which conditions the use of  higher IP standards, this is vain, since in 
practice, the stronger party would unflinchingly stick to the first part of  the 
statement embodying the general rule rather than to the second containing 
the exception and thus disregard the second particle Developed countries 
can use this statement to argue in favour of  higher IP standards, for instance 
that higher patent protection is justified in order to promote R&D for new 
medicines, even if  this higher protection has the effect of  increasing cost 
and reducing access to medicines. This is the case with the FTAs signed 
between the US and developing countries. The FTA between Morocco 
and the US is a glaring example. The intent of  developed countries within 
such agreements is unhidden as the excerpt from Jonathan Berger and 

2 Art 5(2) of  the ICESCR.

3 See paras 22, 23 and 35 of  General Comment 17. 
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Achal Prabhala’s research (Box 1 below) clearly demonstrates.

Box 1

J Berger and A Prabhala ‘Assessing the Impact of TRIPS-Plus Patent 
Rules In The Proposed US-SACU Free Trade Agreement’ (2005) Oxfam 
Report

…

In 2002, the US Trade Representative motivated his letters to the 
Speaker of the House of Representatives and the President of the Senate 
set out reasons for entering into such negotiations with SACU countries 
in the following words:

We plan to use our negotiations with the SACU countries to … address 
barriers in these countries to U.S. exports – including high tariffs on certain 
goods, overly restrictive licensing measures, inadequate protection of 
intellectual property rights, and restrictions the SACU governments impose 
that make it difficult for our services firms to do business in these markets. 
We also see the negotiations as an opportunity to advance U.S. objectives 
for the multilateral negotiations currently underway in the World Trade 
Organization (WTO).4

…

With respect to intellectual property (IP), the US’ specific objectives – as 
identified in the USTR’s formal notification letters to Congress, are as 
follows:

• Seek to establish standards that reflect a standard of protection 
similar to that found in US law and that build on the foundations 
established in the WTO Agreement on Trade-Related Aspects of 
Intellectual Property (TRIPs Agreement) and other international 
intellectual property agreements, such as the World Intellectual 
Property Organization Copyright Treaty and Performances and 
Phonograms Treaty, and the Patent Cooperation Treaty.

• Establish commitments for SACU countries to strengthen significantly 
their domestic enforcement procedures, such as by ensuring that 
government agencies may initiate criminal proceedings on their 

4 Emphasis added.
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own initiative and seize suspected pirated and counterfeit goods, 
equipment used to make or transmit these goods, and documentary 
evidence. Seek to strengthen measures in SACU countries that provide 
for compensation of right holders for infringements of intellectual 
property rights and to provide for criminal penalties under the laws 
of SACU countries that are sufficient to have a deterrent effect on 
piracy and counterfeiting’.5

The letters to Congress identify two IP-related goals sought by the USTR. 
First, the USTR seeks to ensure that SACU countries increase IP protection 
to bring it more in line with US law. This necessarily means standards 
in excess of  those required by TRIPs being seen as a floor and not as a 
ceiling.6 Second, the USTR seeks to strengthen domestic IP enforcement 
procedures, such as by the use of  the criminal law. This is to be done in two 
ways: first, giving powers to ‘government agencies’ to ‘initiate criminal 
proceedings’; and second, providing for criminal sanctions ‘sufficient to 
have a deterrent effect on piracy and counterfeiting’.

The approach to IP protection in the FTA negotiations with SACU 
is supported by the USTR’s 2004 ‘Special 301’ Report (‘the 301 Report’), 
‘which examined in detail the adequacy and effectiveness of intellectual 
property protection in approximately 85 countries’.7 In particular, the 
report provides as follows:

The United States is committed to a policy of promoting increased 
intellectual property protection. In this regard, we are making progress in 
advancing the protection of these rights through a variety of mechanisms, 
including through the negotiation of free trade agreements (FTAs). We are 
pleased that the recently concluded FTAs with Central America including 
the Dominican Republic, Morocco and Australia will strengthen the 
protection of IPR in those countries. Specifically, the intellectual property 
chapters of these agreements provide for higher levels of intellectual property 
protection in a number of areas covered by the TRIPS Agreement. We are also 
seeking higher levels of protection and enforcement in the FTAs that are 
currently under negotiation with Bahrain, Panama, the Southern African 
Customs Union, in the upcoming FTA negotiations with Andean countries 
and Thailand, and in the ongoing negotiation of a Free Trade Area of the 

5 Emphasis added.

6 The letters speak of  ‘build[ing] on the foundations established in the WTO Agreement 
on Trade-Related Aspects of  Intellectual Property (TRIPs Agreement) and other 
international intellectual property agreements’. 

7 https://ustr.gov/sites/default/files/2004%20Special%20301%20Report.pdf  
(accessed 15 November 2021)..



276   Chapter 8

Americas.8

On enforcement, the 301 Report provides as follows:

The most significant piracy and counterfeiting problems require measures 
that may go beyond the minimum standards of TRIPS to ensure effective 
enforcement at the national and local levels … The global scourge of piracy 
and counterfeiting requires stronger and more effective border enforcement 
to stop the import, export, and transit of pirated and counterfeit goods.9

…

Meanwhile, TRIPS itself  does not prohibit States from adopting higher IP 
standards in trade agreements and this only worsens the problem. Article 
1 of  TRIPS provides:

Members shall give effect to the provisions of this Agreement. Members 
may, but shall not be obliged to, implement in their law more extensive 
protection than is required by this Agreement, provided that such protection 
does not contravene the provisions of this Agreement. Members shall be free to 
determine the appropriate method of implementing the provisions of this Agreement 
within their own legal system and practice. (Emphasis added.)

Two things:

• Although the article is referring to the possibility of adopting more 
extensive protection within national law, trade agreements and 
treaties having the same character should be considered as national 
law as they form part and parcel thereof when duly domesticated 
through national constitutional processes; 

• The phrases ‘but shall not be obliged to’, and ‘provided that’ are sleeping 
pill claw-back clauses with same considerations discussed above, 
which are hardly ever considered in trade deals. But again, if one 
were to go by article 8 of TRIPS which deals with the principles of 
the Agreement, States may comfortably recover what they must have 
lost under article 1 TRIPS or 11 of General Comment 17. Article 8 
authorises members to adopt measures supportive of public health 
when formulating their IP laws and regulations or amending the 
same, to conform to TRIPS minimum standards. Besides, pursuant 

8 Page 2 (emphasis added).

9 Page 2-3 (emphasis added).
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to article 31(1) of the Vienna convention on the Law of Treaties. 
It expressly states: ‘A treaty shall be interpreted in good faith in 
accordance with the ordinary meaning to be given to the terms of the 
treaty in their context and in the light of its object and purpose’. This 
implies that TRIPS Agreement should be interpreted in the light of 
its objectives, including its principles enshrined in article 8. Both 
the Doha Declaration on the TRIPS Agreement and Public Health 
(2001) and the Doha Ministerial Declaration (2001) have indorsed 
the reasoning in article 7 and 8 TRIPS read in line with the Vienna 
Convention on the Law of Treaties (1969). The Doha Declaration, for 
one, recognised the gravity of the public health problems afflicting 
many developing and least developing WTO Members, especially 
those resulting from HIV/AIDs, tuberculosis, malaria and other 
epidemics. And, while appreciating the role of IP in creating new 
drugs, it equally raised concerns about its impact on the affordability 
of medicines to tackle these ailments. 

Nevertheless, beyond these considerations, article 8 of  TRIPS offers WTO 
members an unfettered right to ‘[…] adopt measures necessary to protect 
public health […]’ and correspondingly advises that ‘[…] appropriate 
measures […] may be needed to prevent the abuse of  intellectual property 
rights by right holders and the resort to practices which unreasonably restrain 
trade […]’. As mentioned in chapters 3 and 4, unfair trading or commercial/
competition practices result from the abuse of  a monopoly situation such 
as excessive pricing, unjustified failure to work or insufficient working of  
the patent so that the subject matter of  the patent is not available on the 
market at affordable prices or in sufficient quantities etcetera. 

Box 2. Doha Declaration

(Declaration on the Trips Agreement And Public Health, Ministerial 
Conference Fourth Session Doha, 9 - 14 November 2001 Adopted on 14 
November 2001 WT/MIN(01)/DEC/220 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.

…
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 
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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.

…

In fact, in paragraph 17 of  the final Act of  the Doha round, the Doha 
Ministerial Declaration,10 the Ministers said: 

We stress the importance we attach to implementation and interpretation 
of  the Agreement on Trade-Related Aspects of  Intellectual Property Rights 
(TRIPS Agreement) in a manner supportive of  public health, by promoting 
both access to existing medicines and research and development into new 
medicines and, in this connection, are adopting a separate declaration.

The separate declaration here is the Doha Declaration on TRIPS and 
Public Health (2001).

3.2 Examples of TRIPS plus provisions in FTAs

The US-Morocco and CAFTA11 agreements are examples here. To 
understand the TRIPS plus provisions in these trade agreements, it 
is necessary to recapitulate the relevant TRIPS provisions and do a 
comparison.

10 Doha WTO Ministerial 2001: Ministerial Declaration WT/MIN(01)/Dec/1  
20 November 2001.

11 The Dominican Republic – Central America Free Trade Agreement, commonly 
called DR-CAFTA. Originally, the agreement encompassed the United States and 
the Central American countries of  Costa Rica, El Salvador, Guatemala, Honduras, 
and Nicaragua, and was called CAFTA. In 2004, the Dominican Republic joined the 
negotiations, and the agreement was renamed DR-CAFTA.
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A. Example 1: US-Morocco FTA

Box 3

Excerpt of TRIPS agreement

Section 5: Patents

Article 27: Patentable Subject Matter

1. Subject to the provisions of  paragraphs 2 and 3, patents shall be 
available for any inventions, whether products or processes, in all 
fields of  technology, provided that they are new, involve an inventive 
step and are capable of  industrial application.
Subject to paragraph 4 of  article 65, paragraph 8 of  article 70 and 
paragraph 3 of  this article, patents shall be available and patent rights 
enjoyable without discrimination as to the place of  invention, the field 
of  technology and whether products are imported or locally produced.

2. Members may exclude from patentability inventions, the prevention 
within their territory of  the commercial exploitation of  which is 
necessary to protect ordre public or morality, including to protect 
human, animal or plant life or health or to avoid serious prejudice 
to the environment, provided that such exclusion is not made merely 
because the exploitation is prohibited by their law.

3. Members may also exclude from patentability:
a. diagnostic, therapeutic and surgical methods for the treatment of  

humans or animals;
b. plants and animals other than micro-organisms, and essentially 

biological processes for the production of  plants or animals other than 
non-biological and microbiological processes. However, Members shall 
provide for the protection of  plant varieties either by patents or 
by an effective sui generis system or by any combination thereof. 

...

US-Morocco FTA

Article 15.9: Patents 

1. Each Party may only exclude from patentability inventions, the 
prevention within its territory of  the commercial exploitation of  which 
is necessary to protect ordre public or morality, including to protect 
human, animal, or plant life or health or to avoid serious prejudice 
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to the environment, provided that such exclusion is not made merely 
because the exploitation is prohibited by law. 2. Each Party shall make 
patents available for the following inventions:
a. Plants; and 
b. Animals. 

In addition, the Parties confirm that patents shall be available for any 
new uses or methods of  using a known product, including new uses of  a 
known product for the treatment of  humans and animals. 

The scope of  article 15.9(2) of  the US-Morocco FTA provisions clearly 
surpasses that of  article 27 TRIPS.

Under article 27 of  TRIPS WTO Member countries are not obliged 
to grant patents on animals and plants. Yet, under article 15.9(2) of  US-
Morocco FTA, the Parties have waived their rights under article 27.3(b) 
of  the TRIPS Agreement by accepting patentability of  both animals and 
plants. In other words, while TRIPS makes the patentability of  animals 
and plants optional, the US-Morocco agreement makes it mandatory.

Worse still, the Parties also ‘confirm that patents shall be available 
for any new uses or methods of  using a known product, including new uses 
of  a known product for the treatment of  humans and animals’. Thus, the 
Parties, inter alia, have relinquished the flexibility to determine whether 
‘second medical indications’ for known compounds are patentable. 

‘New uses’ are not considered in TRIPS even impliedly and it has 
been seen earlier in chapter 4 that under the article 30 TRIPS opening for 
exceptions to patent rights, one possible measure a developing country 
or LDC can take to ensure access to medicines is to reject new uses of  
patented medicines. In fact the Indian 2005 patent law (article 8) has 
clearly circumvented the Morocco dilemma by expressly stating that new 
uses of  known pharmaceutical products/processes are excluded from 
patentability.

Furthermore, article 15(9)(4) of  the US-Morocco entreats the Parties to 
abandon their right under article 6 of  the TRIPS Agreement. They express 
confirmation in relation to Paragraph 5(d) of  the Doha Declaration to 
determine their own policies with respect to exhaustion of  rights and rather 
agree to prevent parallel importation in relation to patents. This is way 
beyond TRIPS and Doha clarification on exhaustion, which establishes 
a legitimate right of  WTO members to resort to exhaustion of  rights and 
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to freely choose the regime they want to enable parallel imports of  cheap 
medicines, and not to freely reject exhaustion altogether. Article 15(9)(4) 
provides: ‘Each Party shall provide that the exclusive right of  the patent 
owner to prevent importation of  a patented product, or a product that 
results from patented process, without the consent of  the patent owner 
shall not be limited by the sale or distribution of  that product outside its 
territory’.

Meanwhile, having come under extensive criticism because of  such 
approaches in previous FTAs, the US purportedly tried to reconvert but 
that was a lure because it ended up only as ‘diplomatic strategising’ and 
was not translated in the text of  the agreement itself. The following is 
an example of  such diplomatic lure in exchange letters between the two 
countries:

In connection with the signing on this date of  the United States – Morocco 
Free Trade Agreement (‘the Agreement’), I have the honour to confirm the 
following understanding shared by our two Governments, in relation to 
chapter 15 (Intellectual Property Rights): 

The implementation of  the provisions of  chapter 15 of  the Agreement does 
not affect the ability of  either Party to take necessary measures to protect 
public health by promoting access to medicines for all. This will concern, 
in particular, cases such as HIV/AIDS, tuberculosis, malaria and other 
epidemics as well as circumstances of  extreme urgency or national emergency. 

In the event the provisions of  chapter 15 violate an amendment that has 
entered into force with respect to the Parties of  the WTO Agreement on 
Trade-Related Aspects of  Intellectual Property Rights (1994) (the TRIPS 
Agreement), the Parties agree to immediate cooperative consultations in 
order to adapt chapter 15 of  the Agreement as appropriate in light of  the 
amendment to the TRIPS Agreement.12

Further incongruities in the US-Morocco FTA have been highlighted by 
Berger and Prabhala (Box 4). 

12 Emphasis added.
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Box 4

J Berger and A Prabhala ‘Assessing the Impact of  TRIPS-Plus Patent 
Rules In The Proposed US-SACU Free Trade Agreement’ (2005) Oxfam 
Report

…

The Morocco FTA

Chapter 15 of  the Morocco FTA, which deals with IP including patents, 
represents a significant ‘victory’ for the USTR and a major setback for 
access to essential medicines in Morocco. This is despite the attempt at 
damage control implicit in the two side letters on public health between 
the USTR and the Moroccan Minister Delegate for Foreign Affairs and 
Cooperation, which ‘constitute an agreement’ between the two countries 
and came into force ‘on the date of  entry into force’ of  the Morocco FTA.13 
Those letters state that the obligations set out in the IP chapter ‘do not affect 
the ability of  either Party to take necessary measures to protect public 
health by promoting access to medicines for all, in particular concerning 
cases such as HIV/AIDS, tuberculosis, malaria, and other epidemics as 
well as circumstances of  extreme urgency or national emergency’. 

While the side letters clearly employ the language of  the Declaration 
on the TRIPS Agreement and Public Health (‘the Doha Declaration’),14 they 
do not incorporate the express provisions of  that declaration. In contrast, 
the letters expressly refer to the provisions of  the WTO General Council 
decision on the Implementation of  paragraph 6 of  the Doha Declaration on 
the TRIPs Agreement and public health (‘the 30August agreement’),15 which 
deals with the use of  compulsory licensing by countries without sufficient 
domestic manufacturing capacity to import generic medicines. Given 
that the side letters only incorporate the provisions of  the August 30th 
agreement, the IP provisions of  the Morocco FTA – at best – can be 
interpreted in a manner to promote access for all. This cannot be used to 
overcome express access barriers in the text of  the agreement. 

The problematic (from an access to medicines perspective) TRIPS-

13 http://www.ustr.gov/assets/Trade_Agreements/Bilateral/Morocco_FTA/FInal_
Text/asset_upload_file258_3852.pdf  (accessed 1 March 2020).

14 WT/MIN(01)/DEC/2, 4th Sess., adopted at the WTO Ministerial Conference at 
Doha, Qatar (20 November 2001). 

15 WT/L/540 (1 September 2003) www.wto.org/english/tratop_e/TRIPs_e/implem_
para6_e.htm (accessed 1 March 2020).
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plus patent provisions of  the Morocco FTA can best be categorised by the 
following questions … below:

…

Do the new minimum standards of  patent protection have retrospective 
effect?

Article 15.1.8 of  the Morocco FTA extends the new rules to products 
and processes that were already under patent protection at the time the 
FTA came into effect, as well as to all newly patented products and 
processes. This does not appear to have any direct retrospective effect. 
Instead, it effectively upgrades existing exclusive rights in patents to a level 
that was not necessarily expected or anticipated at the time such rights 
were initially granted. 

What ‘inventions’ can be patented?

Article 15.9.1 does not allow for the full range of  exceptions permitted 
in terms of  article 27 of  TRIPs, permitting only those listed in article 27.2. 
This effectively excludes exceptions such as those in article 27.3(a), which 
deals with ‘diagnostic, therapeutic and surgical methods for the treatment 
of  humans or animals’.16 Of  greater concern in the area of  access to 
medicines, however, is the requirement that patents ‘be available for any 
new uses or methods of  using a known product, including new uses of  a 
known product for the treatment of  humans and animals’.

This appears to require:

• Second-use patents on products that are no longer under patent for 
their original first use (such as zidovudine (AZT) for the treatment of  
HIV-infection, originally developed as an anti-cancer treatment);

• New dosages of  existing drugs (such as the 600mg dosage of  efavirenz 
that has replaced the standard dose of  three 200mg tablets); and

• New combinations of  existing drugs (such as fixed-dose combination 
(FDC) products like Combivir® (AZT/lamivudine).17

While FDCs – which lower the pill burden – are an essential tool in 
ensuring patient adherence to treatment regimens, their existence is by 

16 Further, art 15.9.2 expressly requires patents for plant and animal ‘inventions’, despite 
art 27.3(b) of  TRIPs, which allows for exceptions in this regard.

17 TRIPs does not require patent protection for ‘new uses or methods of  using a known 
product’. 
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no means dependant on the availability of  product patent protection. The 
same could be said of  new dosages. By granting patent protection to such 
‘new’ products, access to a sustainable supply of  medicines is effectively 
limited, without any corresponding innovation benefit that would not have 
been achieved in the absence of  patent protection. Nevertheless, access 
to all of  these products is essential if  the public sector ARV treatment 
programmes of  SACU countries are to be successful.

What about compulsory licensing, parallel importation and patent 
revocation?

Article 15.9.4 of  the Morocco FTA precludes parallel trade in patented 
products. This is clearly TRIPS-plus. It is also likely that the provision may 
be interpreted to limit the use of  compulsory licensing to local production. 
In other words, with the exception products imported in terms of  the 
cumbersome – and possibly unworkable – provisions of  the 30 August 
agreement, compulsory licensing may not be used to import medicines 
produced in circumstances not contemplated by that agreement.

In terms of  article 15.9.5, patents may only be revoked ‘on grounds 
that would have justified a refusal to grant the patent’. This effectively 
precludes the use of  provisions that give effect to article 5A(3) of  the Paris 
Convention for the Protection of  Industrial Property (1967) (‘the Paris 
Convention’), which provides as follows:

‘Forfeiture of  the patent shall not be provided for except in cases where the 
grant of  compulsory licenses would not have been sufficient to prevent the 
said abuses. No proceedings for the forfeiture or revocation of  a patent may 
be instituted before the expiration of  two years from the grant of  the first 
compulsory license’. 

Article 5A(3) of  the Paris Convention, which has been directly 
incorporated into TRIPs, recognises that the grant of  a compulsory 
licence may be insufficient in certain circumstances to deal with the abuse 
that may arise from the exercise of  the exclusive rights conferred by a 
patent. If  used, it allows for the removal of  patent protection, which in 
turn automatically opens up the market to all without prohibiting the 
erstwhile patentee from continuing to produce and market its product. 

What is the effect of  regulatory delays?

Articles 15.9.7 and 15.10.3 of  the Morocco FTA allow for the extension 
of  the term of  a patent to deal with the shortening of  market exclusivity 
that flows from the grant of  a patent. In terms of  article 15.9.7, the term of  
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a patent should be extended ‘to compensate for unreasonable delays that 
occur in granting the patent’. In terms of  article 15.10.3, certain delays in 
marketing approval should be compensated by patent extension. While 
both provisions have the potential to limit access to essential medicines, 
the latter may be dealt with effectively by ensuring that drug regulatory 
processes operate efficiently. 

Simply introducing greater efficiencies, however, may not mitigate 
the effect of  the former. It may preclude the use of  pre-grant opposition 
mechanisms such as has been historically provided in India. Read in 
the light of  the limited scope for exclusions from patentability in article 
15.9.1, this may not be a significant problem, as the scope for the use 
of  pre-grant opposition mechanisms has already been undermined. But 
in cases where this is not the case, such a provision may limit access to 
essential medicines even further. 

What does the FTA say about disclosure and data exclusivity?

Article 15.9.10, which precludes strict disclosure requirements by 
the prospective patentee regarding the claimed invention, may result in 
delays in generic market entry. While full information may be available 
offshore in jurisdictions with better disclosure requirements for the 
corresponding patents, this requirement nevertheless raises the costs of  
search for material that should be in the public domain – full disclosure, it 
must be remembered, lies at the heart of  the patent bargain. The limits on 
disclosure have implications for medicines access.

Article 15.10, which deals with ‘Measures Related to Certain 
Regulated Products’ and focuses on pharmaceutical products, introduces 
a range of  provisions dealing with the protection of  data used to 
satisfy the drug regulatory process. In relation to products involving 
new chemical entities, the term of  data protection is to last five years. 
For all other products, the term is limited to three years. By precluding 
generic companies from using test and/or registration data, delays in 
the introduction of  generic competition are likely to result. On a close 
reading of  article 15.10, it appears as if  the only data that is not protected 
is ‘information related to bioequivalency’. It is unclear to what extent this 
may assist generic manufacturers, if  at all. Of  particular concern is the ban 
on using ‘evidence of  prior approval’ of  a patented medicine outside of  
the country concerned. 

What role is assigned to the relevant medicines regulatory authority?

We have already mentioned article 15.10.3 in relation to compensation 
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for regulatory delay. It is the first provision in the FTA dealing with 
patents that links drug regulatory authority processes to patent protection. 
Another such provision is article 15.10.4, which applies to circumstances 
where a Bolar provision has already been enacted in the law. Where 
such a provision exists in law, the state must ‘implement measures in its 
marketing approval process to prevent such other persons from marketing 
a product covered by a patent during the term of  that patent’. It is also 
obliged to notify the patent holder of  such applications and inform the 
patentee of  the identity of  the person seeking marketing approval in terms 
of  the relevant Bolar provision. This effectively turns the drug regulatory 
authority into a patent enforcer, significantly strengthening the position of  
the patentee. 

... 

Responding to requests from the US Congress, a letter by the General 
Counsel of  the United States Trade Representative (USTR) stated with 
respect to the USA-Morocco FTA that: 

[…] if  circumstances ever arise in which a drug is produced under a 
compulsory licence, and it is necessary to approve that drug to protect public 
health or effectively utilize the TRIPS/health solution, the data protection 
provision in the FTA would not stand in the way.

The legal value of  these side letters in the interpretation and application 
of  the FTA provisions on IPRs has been questioned by international legal 
scholars (Correa 2004; Abbott 2004a). In addition, USTR seems to be of  
the view that the side letters do not create any kind of  exemption allowing 
parties to the FTAs to ignore their obligations contained in the respective 
IP chapters (Fink & Reichenmiller 2005).Thus, these instruments may not 
necessarily be considered as fully responding to health public concerns.

Example 2: Central American Free Trade Agreement (CAFTA)

CAFTA is a regional trade Agreement. Its dilemma is graphically captured 
by Frederick Abbott in the following excerpt on protection of  undisclosed 
information (data exclusivity). There is extensive protection beyond 
TRIPS by linking the patent life to the data protection thus extending the 
life of  the patent whereas, TRIPS does not even provide a period of  data 
exclusivity.
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F Abbott ‘The Doha Declaration on the TRIPS Agreement and 
Public Health and the Contradictory Trend in Bilateral 
and Regional Free Trade Agreements’ (2004)

The number of  obligations additional to those imposed on WTO Members 
that are parties to CAFTA is very substantial.

a)  Data protection and market exclusivity 

Article 15.10(1)(a) translates the requirement to protect certain regulatory 
submissions against unfair commercial use into a strict five year 
prohibition against granting marketing approval to a third party (generic 
producer) based on originator-submitted data or marketing approval 
granted to the originator. The United States and certain other developed 
country Members had argued for a five-year data exclusivity period during 
the Uruguay Round, but this was not accepted. It is now introduced in 
the CAFTA. Note that article 15.10(1)(a) contains no reference to ‘unfair 
commercial use’, which is the principal condition for assessing whether 
an act should be permitted or prohibited under article 39.3 of  the TRIPS 
Agreement. Thus, for example, if  a Member wishes to register a generic 
medicine for public non-commercial use in clinics, it is forbidden by this restriction.

Article 15.10(1)(b) takes this additional obligation substantially 
further. A third party (generic producer) may not for five years rely on data 
submitted in connection with obtaining marketing approval in ‘another territory’. 
A generic producer in Honduras, for example, may not obtain marketing 
approval for a bioequivalent medicine by relying on the fact it has been 
registered in the United States (or Switzerland, for that matter), for a 
period of  five years from the date marketing approval of  the medicine is 
granted to the originator in Honduras. Not only that, the originator need 
not request marketing approval in Honduras for five years after marketing 
approval in another territory (eg, the United States), so the originator may 
in effect preclude the entry of  generics in Honduras for ten years following 
marketing approval in the other territory. This is because a prospective 
third party (generic) applicant for marketing approval will know that the 
originator has only to request marketing approval within the five-year 
window for its application to be rejected, or its supply contracts to be made 
unlawful. Nowhere in the TRIPS Agreement is there a requirement that a 
Member refrain from granting marketing approval to a generic producer 
based on submission of  regulatory data by the originator in another 
Member. This is an additional restriction of  great importance. Honduras, 
for example, is prevented from approving a generic medicine on grounds 
that a bioequivalent medicine was approved in the United States, without 
having received or reviewed any confidential regulatory data whatsoever 
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from the originator. The number of  obligations additional to those 
imposed on WTO Members that are parties to. 

A key point to note about the fixed term prohibitions on marketing 
approval in 15:10(1)(a) & (b) is that these prohibitions are distinct from patents. 
They prevent marketing approval of  drugs that are off-patent (eg, in either 
or both the United States and Honduras). A restriction on marketing approval 
becomes another form of  monopoly, here granted in ways the TRIPS Agreement 
does not require. 

Article 15:10(1)(c) extends the scope of  regulatory data coverage from 
‘new chemical entities’, as stated in article 39.3 of  the TRIPS Agreement, 
to any ‘new product’ defined as ‘one that does not contain a chemical 
entity that has been previously approved in the Party’. This is a significant 
technical modification. Under the new rule, a CAFTA Party does not 
look to whether an originator previously submitted data with respect to 
an innovative product in determining whether a generic equivalent may 
be approved. Instead, the determination is made based on whether a 
prior registration was for a chemical entity ‘not … previously approved’. 
This means that the first registrant of  a medicine in a CAFTA Party may 
obtain protection for a chemical entity that is quite old and well known, 
provided that it was not previously registered in that CAFTA Party. This 
may substantially impede the introduction of  generic equivalents’. 

Pedro Roffe and Christoph Spennemann lead an extensive explanatory 
excursion into the current trend of  FTAs between developed countries and 
developing countries notably, which tend to contradict and replace States’ 
multilateral obligations. In relation to IP standards, they undoubtedly 
contain higher standards than the much contested TRIPS Agreement itself  
and pose as a serious threat to access to medicines in those countries. In 
fact Roffe and Spennemann observe that this worrisome development has 
shifted the discussion away from the multilateral level to the regional and 
bilateral arena, where a number of  post-TRIPS Free Trade Agreements 
(FTAs) have been signed. The FTAs have strengthened the position of  
large drug companies at the expense of  risking the flexibilities recognised 
in the TRIPS Agreement, as confirmed by the Doha Ministerial 
Declaration. For developing countries, the great challenge is how to 
respect international commitments in terms of  protecting legitimate rights 
of  innovators while promoting access to medicines for all. In this respect, 
developing countries should preserve and be encouraged to fully use the 
flexibilities of  the system.
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P Roffe and C Spennemann ‘The impact of  FTAs on public health 
policies and TRIPS flexibilities’ (2006) 1 Int. J. Intellectual Property 
Management 1/2

4 Analysis of health-related provisions in FTAs 
and their impact

The following section will describe and analyse health-related TRIPS-plus 
provisions in US and EFTA FTAs in the areas of  patents and test data 
protection.

4.1  TRIPS-plus in the area of patent law

4.1.1  Patent term extensions

Under article 33, TRIPS Agreement, the minimum term of  patent 
protection is 20 years from the filling date. However, the period during 
which the patentee may actually take advantage of  his monopoly rights 
may be affected in two ways. First, the patent grant may take several 
years, thus reducing the effective term of  protection. Second, in order to 
market a patented pharmaceutical product, the right holder still needs the 
marketing approval by the responsible regulatory authority, which may 
also reduce the effective term during which the patentee may benefit from 
his monopoly rights. For that reason, all of  the above, signed US FTAs as 
well as the EFTA – Chile FTA require an extension of  the patent term in 
case the regulatory approval process delays the marketing of  the patented 
product or process (Roffe 2004). With the exception of  the Jordan FTA, 
all of  the above, signed US agreement additionally require an extension 
of  the patent term in case of  ‘unreasonable’ delays occurring in the patent 
grant procedure. The number of  years required for such delay to be 
‘unreasonable’ varies with the respective FTA (Roffe 2004). The EFTA 
FTAs do not contain a comparable provision.

4.1.2  Patentability of  second uses

As opposed to the TRIPS Agreement, the US FTAs with Australia, 
Bahrain and Morocco require parties to make available patents for new 
uses of  known products. This provides patent holders with the opportunity 
to ‘ever green’ existing patents, adding another full term of  protection on 
the already pharmaceutical product.

4.1.3  Patentability criteria

As opposed to the TRIPS Agreement, the DR-CAFTA contains a 
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definition of  what constitutes ‘industrial application’, referring to the US 
law concept of  ‘utility’ (Roffe 2004). This prevents parties from adopting 
narrower definitions, like the concept of  ‘industrial applicability’ as applied 
in European countries. The difference may be considerable. As opposed to 
the concept of  ‘industrial applicability’, the ‘utility’ approach permits the 
patentability of  business models and purely experimental inventions that 
do not produce any technical effects and cannot be made or used in an 
industry. This may result in the patenting of  research tools needed for the 
development of  competing products (UNCTAD-ICTSD, 2005).

4.1.4  Compulsory licences

As opposed to the TRIPS Agreement, the US FTAs with Australia, Jordan, 
Singapore and Vietnam limit the grounds for the use of  compulsory 
licences to cases of  anti-trust remedies, public non-commercial use, 
national emergencies or other circumstances of  extreme urgency. On the 
other hand, the same agreements contain no definition of  the above terms, 
leaving it to the parties to define, for instance, what constitutes a case of  
‘national emergency’. The EFTAs with Tunisia and Lebanon for the 
grants of  compulsory licences refer to the conditions laid down in article 
31, TRIPS Agreement. Only the FTA EFTA – Chile expressly refers to the 
terms of  the Doha Declaration on TRIPS and Public Health.

4.1.5  Parallel imports

Under the US FTAs with Australia, Morocco and Singapore, the patent 
owner is authorised to prevent parallel imports through the use of  contract 
or other means. From a technical point of  view, such authorisation does 
not amount to a general exclusion of  international patent right exhaustion. 
It is important to distinguish between intellectual property rights on the 
one hand, and the law of  contract, on the other hand. The concept of  IPR 
exhaustion only affects the existence of  a particular IPR, but does not limit 
the discretion of  the parties to a sales contract to exclude certain countries 
from the geographical area where the purchaser of  a patented product 
may resell that item. In the above FTAs, the parties keep in theory the 
freedom to maintain or introduce international patent right exhaustion. 
In case the purchaser of  a patented product does not agree on a territorial 
restriction for the resale of  the products, he preserves his right to resell 
them anywhere in the world in parallel to the patent holder. However, it 
is unusual that through a treaty there is such an attempt to induce private 
parties to prevent parallel imports. The US House of  Representatives 
report to Rep. Henry Waxman warns on this trend:

[…] making this policy permanent in trade agreement prevents 
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countries that do not currently restrict parallel importation from 
reconsidering their national policies. Even in the USA there is great 
support for a form of  parallel importation: both the house and the Senate 
have measures that would allow the importation of  lower-priced patented 
drugs from Canada. The trade agreement language would make it difficult 
for the USA or other nations with current restrictions on importation to 
revisit their national policies.

4.1.6  Early working exception

The TRIPS Agreement in article 30 authorises Members to provide, under 
certain circumstances, limited exceptions to exclusive patent rights. One 
of  these exceptions, as endorsed by a WTO panel and available in many 
domestic laws (UNCTAD-ICTSD 2005), is the authorisation of  third party 
competitors to use patented subject matter to generate information required 
to support an application for marketing approval of  a pharmaceutical 
or agricultural chemical product (‘Bolar exemption’). The purpose of  
this exception is to accelerate market entry of  generic competitors after 
the expiry of  the respective pharmaceutical or agricultural patent. As 
marketing approval may be time consuming, the generic producer is 
accorded the possibility to produce and submit for approval the patented 
substance during the patent term, to assure regulatory approval is available 
by the end of  the patent term. Otherwise, delays in approving competing 
products would amount to a de facto extension of  the exclusively period 
accorded by the patent.

An early working exemption is provided in all of  the US FTAs under 
scrutiny. However, the Bahrain FTA and DR-CAFTA contain a particular 
in this respect. Both agreements authorise early working of  patented 
material for the purpose of  meeting approval requirements to market the 
product ‘once the patent expires’. This proviso has been interpreted as 
limiting generic drugs approvals to the time after the expiry of  the patent, 
thus ignoring the approval requirement for medicines produced under 
compulsory licence for export under the Decision on the Implementation 
of  Paragraph 6 (Abbott 2004a). It could be argued, however, that in the 
public health context, the authorisation of  third parties to produce the 
patented drug under compulsory licence equals the expiry of  a patent, as 
in both cases the patentee loses his monopoly position. Such interpretation 
would be in line with the requirement for WTO Members to implement 
the TRIPS Agreement in a manner supportive of  Members’ right to 
promote public health and Members’ right to issue compulsory licences. A 
provision in an FTA that denies the effectiveness of  marketing approvals 
in cases of  compulsory licensing would negate these agreed rights and 
would therefore be ‘contrary to the letter and spirit’ of  paragraph 4 of  the 
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Doha Declaration (Abbott 2004a).

4.2  TRIPS-plus in the area of data protection 

4.2.1  Extension of  the obligations provided under article 39, TRIPS 
Agreement 

As to the protection of  test data submitted to regulatory authorities in 
the context of  marketing approval procedures (concerning the safety and 
efficacy of  pharmaceutical and agricultural chemical products containing 
new chemical entities, so-called ‘regulated products’), the TRIPS 
Agreement in article 39.3 leaves Members the discretion whether such 
data should be protected through exclusive rights or through a system 
of  unfair competition rules (UNCTAD-ICTSD, 2005). Under the latter, 
the data originator may prevent third party competitors from submitting 
the same test data for marketing approval, provided the third party has 
obtained the data by dishonest commercial means. On the other hand, 
and contrary to an exclusive rights regime, unfair competition rules do not 
prevent the regulatory authorities themselves to rely on the original data to 
assess submissions by third party competitors relating to similar products 
(UNCTAD-ICTSD 2005; Meitinger 2005). This considerably facilitates 
the market entry by competitors, as they are not obliged to repeat the 
same clinical and toxicological tests as already undertaken by the data 
originator. Such tests are time consuming and expensive, and often 
represent insurmountable barriers for the market entry of  small producers 
of  generic pharmaceutical products. 

The USA – Jordan FTA reproduces the TRIPS standards for the 
protection of  test data, mandating protection against ‘unfair commercial 
use’. All of  the other US FTAs examined here, however, introduce a 
regime of  exclusive rights in the test data, providing that once a company 
has submitted original data on a pharmaceutical product, regulatory 
authorities shall not permit competing producers to rely on these data for a 
period of  five years from the date of  marketing approval in that Party (ten 
years in case of  agricultural chemical products). This provision effectively 
requires generic producers to come up with their own test data, which 
very often is not economically feasible. It thus provides the data originator 
with a period of  exclusivity. It is important to note that this exclusivity 
applies to non-patented pharmaceutical or agrochemical products, thus 
creating a new form of  monopoly not required by TRIPS (Abbott 2004a). 
Such exclusivity on test data was actually proposed by the USA during the 
Uruguay Round negotiations of  the TRIPS Agreement, but not accepted 
by other delegations (UNCTAD-ICTSD 2005). In this sense, the FTAs 
fulfil important complementary functions in US intellectual property 
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policy. As far as the EFTA free trade agreements are concerned, the treaties 
with Tunisia and Lebanon show some particularity: data exclusivity 
and non-reliance are waived where the data originator is ‘adequately 
compensated’ While both the Chile and Tunisia FTAs provide for a five-
year exclusivity, the Lebanon FTA requires parties to adopt a minimum 
period of  protection of  six years.

As to the scope of  the obligation to provide for exclusive rights in 
test data, the examined FTAs vary. The USA – Chile FTA refers to 
‘undisclosed information’, reproducing the TRIPS standard. The US DR-
CAFTA (‘undisclosed test or other data’, chapter 17, article 17.10.1(a), 
and article 4, paragraph 22, respectively) use similar language, which 
seems to indicate that the obligation for regulatory authorities not to 
use such information or data as grounds for marketing approvals does 
not apply in case the information/data has become public (Correa 2004; 
Roffe 2004). By contrast, the US FTAs with Singapore (chapter 16, article 
16.8.1) and Morocco (chapter 15, article 15.10.1) refer more broadly to 
‘information’, implying that reliance on original data is precluded even 
when the information has become public.

While article 39.3, TRIPS Agreement applies to ‘new chemical 
entities’, the FTAs in this respect do not follow a uniform approach. 
While exclusive protection under the USA – Singapore FTA is not limited 
to products containing new chemical entities, the USA – Australia FTA 
refers to ‘new products’, without however defining novelty in the sense of  
inventiveness, but as products containing no ‘chemical entity that has been 
previously approved for marketing in the Party’ (Roffe 2004). Likewise, 
the USA – Chile FTA applies only in cases of  ‘new chemical entities’.

On top of  the five-year exclusivity period as described above, the 
FTAs with Bahrain and Morocco require parties to accord another three 
years of  data exclusivity for ‘new clinical information’, such as previously 
unapproved uses of  approved products. This provision may be seen as 
helping data originators ‘evergreen’ their exclusive rights by preventing 
the market entry of  generic competitors. Data originators might claim 
overlaps of  usages between the generic products and their own, newly 
approved uses, even where the generics are only intended to cover old 
uses (which is possible after the expiry of  the original five-year period of  
exclusivity). Legal proceedings to dismiss such claims and to distinguish 
between old and new uses are likely to create further delay for market 
entry of  generic competitors (Abbott 2004a; Mellouk 2005).

Some FTAs extend the exclusive protection of  test data beyond the 
national territories of  the parties involved. Usually regulatory authorities 
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may base their own marketing approvals on the grant by foreign authorities 
of  marketing approvals for the same or similar products in other countries. 
Under the USA – Singapore FTA, such recognition of  foreign marketing 
approvals is made dependent on the consent of  the data originator in the 
other country. Without his consent, domestic approvals based on foreign 
approvals may only be granted at least five years after a pharmaceutical 
product has been approved for the data originator in the foreign country or 
domestically. Thus, the data originator is protected in a party to the FTA 
even where he has received marketing approval only in a foreign country 
not party to the FTA.

However, this does not prevent domestic regulatory authorities to 
examine test data originally submitted to foreign authorities. The USA – 
Singapore FTA only prevents automatic recognition of  foreign approval 
decisions. It does not hinder domestic authorities to independently examine 
submissions by generic producers that are based on data submitted earlier 
by data originators abroad, including in one of  the Parties to the FTA. 
The provisions on exclusivity as described above (as contained in all of  
the examined FTAs, except the Jordan FTA) only prevent reliance by 
regulatory authorities on original data submitted in the domestic context, 
but do not apply to data originally submitted abroad. In this respect, the 
USA – Singapore FTA still leaves a possibility for domestic regulatory 
authorities to facilitate market entry of  generics through reliance on 
foreign original data.

This possibility, however, has been shut down in the more recent 
FTAs with Australia, Bahrain and the DR-CAFTA countries. These 
agreements not only prevent recognition of  foreign marketing approval 
decisions, but expressly prohibit reliance by domestic regulatory 
authorities on ‘the safety or efficacy information submitted in support of  
the prior marketing approval in the other territory, for at least five years 
for pharmaceutical products … from the date of  marketing approval of  
the new product in the Party’. Thus, the data originator may prevent 
reliance on his test data previously submitted abroad, but the five-year 
term of  exclusivity is counted only from the date the data originator is 
granted marketing approval for the domestic market. It is not clear from 
the above provisions whether reliance by domestic authorities on the 
originator’s data is possible during the period between the submission of  
the data abroad and a subsequent grant to the data originator of  domestic 
marketing approval. Some consider the above provisions to prevent such 
reliance, effectively providing the data originator with the possibility to 
keep the market of  a Party without supply of  the product in question 
until he chooses to seek domestic marketing approval. Under the DR-
CAFTA FTA, the data originator is required to limit this ‘waiting period’ 
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by seeking domestic marketing approval within five years after obtaining 
the approval abroad. Neither the Australia nor the Bahrain FTA contains 
a comparable limitation. In the literature, deep concerns have been 
expressed about the possibility for the data originator to fully utilise the 
five-year waiting period under the DR-CAFTA FTA before enjoying the 
five-year exclusivity period for pharmaceutical products, thus enjoying an 
actual ten-year period of  exclusivity.

4.2.2  Linkage between regulatory procedures and patent rights 

While the above observations concern non-patented pharmaceutical and 
agrochemical products, most of  the FTAs under examination also contain 
a provision that is likely to have an important impact with respect to 
patented pharmaceutical and agrochemical products. With the exceptions 
of  the USA – Vietnam and USA – Jordan FTAs, all of  the examined 
agreements establish a link between the regulatory approval procedure 
and the patent right covering the respective product. For instance, chapter 
15, article 15.10.3 of  CAFTA provides: 

3. Where a Party permits, as a condition of  approving the marketing of  
a pharmaceutical product, persons, other than the person originally 
submitting safety or efficacy information, to rely on evidence or 
information concerning the safety and efficacy of  a product that was 
previously approved, such as evidence of  prior marketing approval in 
the Party or in another territory, that Party: 
a. shall implement measures in its marketing approval process to 

prevent such other persons from marketing a product covered by 
a patent claiming the product or its approved use during the term 
of  that patent, unless by consent or acquiescence of  the patent 
owner; and 

b. if  the Party permits a third person to request marketing approval 
of  a product during the term of  a patent identified as claiming 
the product or its approved use, it shall provide that the patent 
owner be informed of  such request and the identity of  any such 
other person.

In other words, the decision by regulatory authorities to grant marketing 
approval is made dependent on the will of  the patent holder (paragraph 
(a), as quoted above), thus linking the separate realms of  safety regulations 
and patent law. Thereby, the term of  data protection is effectively extended 
to the full term of  a patent, which is not required under TRIPS (Abbott 
2004a; Roffe 2004). The EFTA FTAs do not contain comparable 
provisions. 
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Next to the difficulties created for regulatory authorities to determine 
the validity of  patents, this provision has been interpreted as possibly 
precluding governments’ possibilities to use compulsory licensing as a 
means of  making available low-priced pharmaceutical products (Abbott 
2004a). Since marketing approval is independent of  patent law, the third 
party authorised to produce a patented product under compulsory licence 
would arguably depend on the patentee’s consent or acquiescence for the 
actual marketing of  the product (UNCTAD-ICTSD 2005).



297Impact of  bilateral trade agreements on access to medicines: TRIPS plus provisions in FTAs

Chapter bibliography

Books, articles and other sources

Abbott, F ‘The Doha Declaration on the TRIPS Agreement and public 
health and the contradictory trend in bilateral and regional Free Trade 
Agreements’ (2004a) Occasional Paper 14. UN Office: Quaker Geneva

Berger, J & Prabhala, A ‘Assessing the impact of  TRIPS-plus patent rules 
in the proposed US-SACU Free Trade Agreement’ (2005) Oxfam 
Report

Correa, C ‘Protecting test data for pharmaceutical and agrochemical 
products under Free Trade Agreements’ (29 November to 3 December 
2004) Paper submitted to the Fourth ICTSD-UNCTAD Bellagio Dialogue 
on moving the pro-development IP agenda forward: Preserving public goods  
in health, education and learning http://www.iprsonline.org/
unctadictsd/bellagio/dialogue20042/bell4_documentation.htm 
(accessed 25 May 2013)

Fink, C & Reichenmiller, P ‘Tightening TRIPS: The intellectual property 
provisions of  recent US Free Trade Agreements’ (7 February 2005) 
World Bank Trade Note 20 http://www.worldbank.org/trade(accessed 
25 may 2013)

Obijiofor, A ‘The right to the ‘highest attainable standard of  health: Trade 
agreements and the right to health’ in A Yusuf  (ed) (2008) African 
Yearbook of  International Law, Netherlands, African Foundation for 
International Law

Rae, F ‘Intellectual property rights versus the right to access essential 
medicines: Why do patents still pose a threat to drug access after 
the Doha Declaration?’ (2010) HAI Essay Competition http://www.
haiweb.org/25102010/Winner_HAI_Essay_Competition_2010_
Fiona-Rae.pdf  (accessed 04 January 2010)

Roffe, P (2004) Bilateral Agreements and a TRIPS-Plus World: The Chile – 
USA Free Trade

Roffe, P & Spennemann, C ‘The impact of  FTAs on public health policies 
and TRIPS flexibilities’ (2006) 1 Int. J. Intellectual Property Management 
http://ictsd.org/downloads/2008/08/roffe-spennemann.pdf  
(accessed 29 June 2011)

WHO ‘The use of  flexibilities in TRIPs by developing countries: Can 
They promote access to medicines?’ (2005) http://www.who.int/
intellectualproperty/studies/TRIPS_flexibilities/en/index.html 
(accessed 29 June 2011)



298   Chapter 8

Instruments

International Covenant on Economic, Social and Cultural Rights (1966)

TRIPS Agreement (1994)

Doha Declaration on TRIPs and Public Health (November 2001)

US-Morocco Free Trade Agreement

Central American Free Trade Agreement (CAFTA)

The Patents (Amendment) Act, 2005 No 15 (Indian)



299Impact of  bilateral trade agreements on access to medicines: TRIPS plus provisions in FTAs

A
nn

ex
ur

e

O
ve

rv
ie

w
 o

f 
‘T

R
IP

S 
P

lu
s’

 S
ta

nd
ar

ds
 c

on
ce

rn
in

g 
pr

ot
ec

ti
on

 o
f 

pa
te

nt
s 

an
d 

ph
ar

m
ac

eu
ti

ca
l t

es
t 

da
ta

 in
 s

el
ec

te
d 

F
T

A
s)

U
SA

-

V
ie

tn
am

U
SA

-

Jo
rd

an

U
SA

-

Si
ng

ap
or

e

U
SA

-

C
hi

le

U
SA

-

M
or

oc
co

U
SA

-

A
us

tr
al

ia

U
SA

-D
R

-

C
A

F
T

A

U
SA

-

B
ah

ra
in

E
F

T
A

 F
T

A
s

te
nt

 te
rm

 
ex

te
ns

io
ns

E
xt

en
si

on
 m

an
da

to
ry

 
w

he
re

 d
el

ay
s 

ca
us

ed
 

by
 r

eg
ul

at
or

y 
ap

pr
ov

al
 

pr
oc

es
s

E
xt

en
si

on
 w

he
re

 d
el

ay
s 

ca
us

ed
 b

y 
re

gu
la

to
ry

 a
pp

ro
va

l p
ro

ce
ss

. I
n 

ad
di

ti
on

, m
an

da
to

ry
 

ex
te

ns
io

n 
w

he
re

 d
el

ay
 in

 p
at

en
t g

ra
nt

 e
xc

ee
ds

 fo
ur

 y
ea

rs
 fr

om
 fi

lin
g 

da
te

 (
fiv

e 
ye

ar
s 

fo
r 

U
SA

-
C

hi
le

) 
or

 tw
o 

ye
ar

s 
af

te
r 

re
qu

es
t f

or
 e

xa
m

in
at

io
n 

(t
hr

ee
 y

ea
rs

 fo
r 

U
SA

-C
hi

le
)

C
hi

le
 F

T
A

: 
ex

te
ns

io
n 

w
he

re
 

de
la

y 
ca

us
ed

 
by

 r
eg

ul
at

or
y 

ap
pr

ov
al

 p
ro

ce
ss

P
at

en
ta

bi
lit

y 
of

 s
ec

on
d 

us
es

N
o 

sp
ec

if
ic

 r
ef

er
en

ce
R

eq
ui

re
m

en
t t

o 
pr

ov
id

e 
pa

te
nt

s 
fo

r 
ne

w
 u

se
s 

of
 k

no
w

n 
pr

od
uc

ts

N
o 

sp
ec

if
ic

 
re

fe
re

nc
e

R
eq

ui
re

m
en

t t
o 

pr
ov

id
e 

pa
te

nt
s 

fo
r 

ne
w

 u
se

s 
of

 
kn

ow
n 

pr
od

uc
ts

N
o 

sp
ec

if
ic

 
re

fe
re

nc
e

C
om

pu
ls

or
y

lic
en

se
s

L
im

it
ed

 to
 n

at
io

na
l e

m
er

ge
nc

ie
s,

 fo
r 

pu
bl

ic
 n

on
-c

om
m

er
ci

al
 u

se
 a

nd
 a

s 
an

ti
tr

us
t r

em
ed

ie
s

T
R

IP
S 

st
an

da
rd

s 
ap

pl
y

L
im

it
ed

 to
 n

at
io

na
l 

em
er

ge
nc

ie
s,

 
fo

r 
pu

bl
ic

 n
on

-
co

m
m

er
ci

al
 u

se
 

an
d 

as
 a

nt
it

ru
st

 
re

m
ed

ie
s

T
R

IP
S 

st
an

da
rd

s 
ap

pl
y

P
ar

al
le

l 
im

po
rt

s

N
o 

pr
ov

is
io

n 
on

 I
P

R
s 

ex
ha

us
ti

on

T
R

IP
S 

st
an

da
rd

s 
ap

pl
y

E
xp

re
ss

 
au

th
or

is
at

io
n 

to
 

pr
ev

en
t p

ar
al

le
l 

im
po

rt
s 

th
ro

ug
h 

co
nt

ra
ct

ua
l 

ar
ra

ng
em

en
ts

T
R

IP
S 

st
an

da
rd

s 
ap

pl
y

E
xp

re
ss

 a
ut

ho
ri

sa
ti

on
 to

 
pr

ev
en

t p
ar

al
le

l i
m

po
rt

s 
th

ro
ug

h 
co

nt
ra

ct
ua

l 
ar

ra
ng

em
en

ts

T
R

IP
S 

st
an

da
rd

s 
ap

pl
y

So
ur

ce
: P

 R
of

fe
 a

nd
 C

 S
pe

nn
em

an
n(

20
06

) 
at

 9
2 

&
93



300   Chapter 8
O

ve
rv

ie
w

 o
f 

T
R

IP
S 

P
lu

s 
St

an
da

rd
s 

co
nc

er
ni

ng
 p

ro
te

ct
io

n 
of

 p
at

en
ts

 a
nd

 p
ha

rm
ac

eu
ti

ca
l 

te
st

 d
at

a 
in

 s
el

ec
te

d 
F

T
A

s 
(c

on
t’

d)

U
SA

-

V
ie

tn
am

U
SA

-

Jo
rd

an

U
SA

-

Si
ng

ap
or

e

U
SA

-

C
hi

le

U
SA

-

M
or

oc
co

U
SA

-

A
us

tr
al

ia

U
SA

-D
R

-

C
A

F
T

A

U
SA

-

B
ah

ra
in

E
F

T
A

 F
T

A
s

Te
st

 d
at

a 
P

ro
te

ct
io

n 
fo

r 
ph

ar
m

ac
eu

ti
ca

l 
pr

od
uc

ts

D
at

a 
ex

cl
us

iv
it

y 
no

rm
al

ly
 fo

r 
no

t l
es

s 
th

an
 

fiv
e 

ye
ar

s

T
ri

ps
 

st
an

da
rd

s 
ap

pl
y.

 I
n 

ad
di

ti
on

, 
le

ng
th

 o
f 

pr
ot

ec
ti

on
 

sh
ou

ld
 b

e 
th

e 
sa

m
e 

as
 in

 
or

ig
in

at
or

’s
 

co
un

tr
y

D
at

a 
ex

cl
us

iv
it

y 
fo

r 
fiv

e 
ye

ar
s.

 
In

 a
dd

it
io

n,
 

w
he

re
 r

el
ia

nc
e 

on
 fo

re
ig

n 
m

ar
ke

ti
ng

 
ap

pr
ov

al
s,

 a
ta

 
ex

cl
us

iv
it

y 
ap

pl
ie

s 
au

to
m

at
ic

al
ly

 
in

 d
om

es
ti

c 
co

nt
ex

t

D
at

a 
E

xc
lu

si
vi

ty
 

F
or

 fi
ve

 
ye

ar
s

D
at

a 
ex

cl
us

iv
it

y 
fo

r 
fiv

e 
ye

ar
s.

 
A

dd
it

io
na

l 
th

re
e 

ye
ar

s 
in

 c
as

e 
of

 
‘n

ew
 c

lin
ic

al
 

in
fo

rm
at

io
n’

D
at

a 
ex

cl
us

iv
it

y 
fo

r 
fiv

e 
ye

ar
s.

 I
n 

ad
di

ti
on

, d
at

a 
ex

cl
us

iv
it

y 
ap

pl
ie

s 
in

 a
ll 

F
T

A
 P

ar
ti

es
, o

nc
e 

ob
ta

in
ed

 in
 a

no
th

er
 

(n
on

 F
T

A
) 

te
rr

it
or

y,
 U

SA
-B

ah
ra

in
: 

ad
di

ti
on

al
 th

re
e 

ye
ar

 d
at

a 
ex

cl
us

iv
it

y 
fo

r 
‘n

ew
 c

lin
ic

al
 in

fo
rm

at
io

n’
(e

qu
al

ly
 

on
 c

ro
ss

-b
or

de
r 

ap
pl

ic
at

io
ns

)

D
at

a 
ex

cl
us

iv
it

y 
fo

r 
fiv

e 
ye

ar
s 

(C
hi

le
 a

nd
 

T
un

is
ia

),
 s

ix
 

ye
ar

s 
(L

eb
an

on
).

 
E

xc
lu

si
vi

ty
 

w
ai

ve
d 

w
he

re
 

da
ta

 o
ri

gi
na

to
r 

ad
eq

ua
te

ly
 

co
m

pe
ns

at
ed

 
(T

un
is

ia
 a

nd
 

L
eb

an
on

)

L
in

ka
ge

 b
et

w
ee

n 
re

gu
la

to
ry

 
pr

oc
ed

ur
es

 a
nd

 
pa

te
nt

 r
ig

ht
s

N
o 

L
in

ka
ge

N
o 

L
in

ka
ge

. 
B

ut
 p

at
en

te
d 

to
 b

e 
no

ti
fi

ed
 

if
 m

ar
ke

ti
ng

 
ap

pr
ov

al
 is

 
so

ug
ht

 d
ur

in
g 

pa
te

nt
 te

rm

M
ar

ke
ti

ng
 a

pp
ro

va
l d

ur
in

g 
pa

te
nt

 te
rm

 d
ep

en
de

nt
 o

n 
au

th
or

is
at

io
n 

b 
pa

te
nt

 h
ol

de
r. 

In
 a

dd
it

io
n,

 p
at

en
t h

ol
de

r 
to

 b
e 

no
ti

fi
ed

 o
f 

th
e 

id
en

ti
ty

 o
f 

th
e 

ge
ne

ri
c 

pr
od

uc
er

 
re

qu
es

ti
ng

 m
ar

ke
ti

ng
 a

pp
ro

va
l

N
o 

lin
ka

ge

Si
de

 le
tt

er
s 

on
 

pu
bl

ic
 h

ea
lt

h
N

o
N

o
N

o
N

o
Y

es
N

o
Y

es
Y

es
N

o



301

oPTions ouTside TriPs To 
enhance access To medicines

1 Introduction

Pharmaceutical patents exact high prices on medicines and this strains 
economic access (affordability). The process to have generic supplies may 
not be easy either, sometimes trumped by political pressure and threat of  
trade sanctions and withdrawal of  aid and loan services from developed 
countries. The US is known to have slated countries like South Africa, 
Brazil, Thailand etcetera, under it so-called ‘section 301’ procedures for 
trade sanctions. In order to ensure access to medicines through TRIPS 
flexibilities, notably compulsory license and parallel importation, these 
countries rejected the US’s TRIPS plus protective standards geared at 
protecting its pharmaceutical industries. 

This chapter examines possible optional flexibilities beyond TRIPS 
that WTO Member States can resort to if  they cannot or do not want 
to pursue the TRIPS flexibilities to have access to medicines for various 
reasons including those in the preceding paragraph. The TRIPS flexibilities 
are not absolute in the sense that they do not necessarily tie or oblige WTO 
Members to stick to them. It should be recalled in relation to this line of  
reasoning that article 1 of  TRIPS itself  states that WTO Members are not 
obliged to adopt higher standards of  protection and that they are ‘free to 
determine the appropriate method of  implementing the provisions of  this 
Agreement within their own legal system and practice’. Read with the 
oft-cited article 8.1 and paragraphs 4 and 5(a) of  the Doha Agreement, 
WTO Member are therefore free to resort to any measure supportive of  
public health policies to enhance access to medicines including those that 
are out of  the scope of  the TRIPS Agreement. Thus, there are non-legal 
but legitimate options outside the TRIPS, which African countries and 
other developing countries and LDCs around the world may resort to. 
The ICESCR (articles 2(1) and 15 (4)) and a host of  other instruments, 
arrangements and institutional and political pronouncements have 
expressly encouraged such practices though from a limited perspective of  
international assistance and cooperation when giving focus on how States 
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can go about the ‘available resources’ towards the ‘progressive realisation’ 
of  socioeconomic rights. 

2 Alternative access to medicines measures

Several options out of  TRIPS are available but they do not constitute a 
ready-made one-size-fits-all modem for ensuring access to medicines. 
They are neither exhaustive nor mutually exclusive and their coming into 
play would depend on the circumstances of  each country. The options 
invariably involve various stakeholders: government, civil society, NGOs, 
institutions, organizations and even pharmaceutical companies. It should 
be borne in mind that at the base of  it all, the primary duty to ensure 
access to medicines is that of  national governments through appropriate 
health policies that prioritise public health care and uphold the right to 
health.

2.1 Aid

There is mixed opinion as to whether aid would really help the access to 
medicines situation for African countries. It should not be forgotten that 
these countries have a bad record for handling aid packages, which often 
end up in foreign private bank accounts. In other words, the democratic 
use of  aid in terms of  transparency, equitable use and accountability has 
been very doubtful. The UN Commission on Human Rights, Resolution 
2003/29 on Access to Medicines in the Context of  Pandemics such as 
HIV/AIDS, Tuberculosis and Malaria, for example, has saluted financial 
contributions made by institutions such as the Global Fund to fight AIDS, 
tuberculosis and malaria, and urged further contributions to sustain the 
Fund and called upon States to encourage the private sector contribution 
to the Fund as a matter of  urgency (paragraph 9).

The question which arises if  aid were to be considered is, what type 
of  aid in the first place? Certainly not direct financial aid to any country. 
The kind of  aid earmarked here is material aid in terms of  supply of  
medicines and logistic and technical support. This should preferably cover 
the whole process of  delivery, that is, form acquisition of  consignments 
through supply to dispatch and delivery so that the medicines are properly 
handled, conserved and channelled to their rightful destinations to avoid 
diversion into parallel private networks. Such logistics would certainly 
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render the aid more exacting in terms of  additional costs endured by the 
donor but that is the price that goes with it if  it has to be health-effective. 

2.2 Donations and pharmaceutical company programmes

Pharmaceutical companies can make donations of  medicines to countries 
needing them. The duty to promote access to medicines is not just that 
of  States. Private institutions and companies also have a duty towards 
that end. Therefore, pharmaceutical companies share a duty to ensure 
adequate health standards in poor countries since the financial gains 
they make come as a result of  selling the high cost patented medicines to 
sick populations. There are several examples of  donations of  medicines 
and medical equipment for therapeutic use to poor countries by 
pharmaceutical companies. The ARV, Nevirapine, to control mother-to-
child –transmission of  the HIV in pregnant mothers, was freely donated 
by Boerhinger Ingelheim to the government of  South Africa. Under the 
WHO sponsored Alliance to Eliminate Filariasis, GlaxoSlmithKline 
agreed to donate all needed supplies of  its drug, albendazole. Merck 
agreed to donate ivermecin free of  charge until the disease is eliminated. 
The Accelerating Access Initiative is a good example of  a programme 
by pharmaceutical companies to provide medicines to the needy. The 
extract from the CIPIH report (2006) explains this growing phenomenon. 
However, these donations are beyond mere philanthropy. Amongst other 
things, the donations are aimed at improving their reputations tarnished 
by accusations of  mercantilism, which has hindered access to medicines 
in poorer regions.

Box 1. The Accelerating Access Initiative 

Established in 2000, the Accelerating Access Initiative (AAI) involves 
seven research-based pharmaceutical companies; Abbott, Boehringer 
Ingelheim, Bristol-Myers Squibb, Gilead Scences, GlaxoSmithkline, 
Roche, and Merck & Co, Inc, and five UN partners; UNAIDS, the WHO, 
World Bank, UNICEF, and the UN Population Fund (UNFPA). The 
AAI combines pharmaceutical industry research knowledge with that of  
its partner to establish practical, long-term solutions that help to improve 
access to HIV health care in resource-poor countries.

The AAI companies remain committed to dialogue with all external 
organization sharing similar goals to help people living with HIV/AIDS 
in the poorest countries. AAI Members are actively engaged with many 
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groups focused on making meaningful and practical differences on the 
ground.

In March 2005, a total of  427000 people living with HIV/AIDS 
in developing countries were receiving treatment with antiretroviral 
medicines provided by the AAI companies. The total number of  patients 
receiving treatment from the AAI companies increased by 47 per cent 
over the previous year, with 130 000 people initiated on treatment during 
2004. In Africa alone, 216 000 patients are being treated with medicines 
supplied by the AAI companies. With an increased in excess of  121 per 
cent over the previous year, there has been a 23-fold increased in Africa 
since the establishment of  the AAI in May 2000. The estimated number 
of  people on treatment is based on actual quarterly drug supply data from 
the seven companies.

2.3 Pricing schemes

Price negotiations: TRIPS itself  intimates this in article 31. It has been 
seen that normally, before a State decides to grant a compulsory licence, 
it must first all try to strike a deal with the patent holder of  the patent 
product over which the licence is sought, except in the cases of  national 
emergency, extreme urgency, public non-commercial use and correction 
of  anti-competitive practices. However, there is also the possibility that 
the negotiations were undertaken to obtain a deal on price reductions. The 
request for price reduction may even be used by government as a threat to 
use the compulsory licence option. 

Equitable pricing: Another possibility is for (all) pharmaceutical 
companies to adopt transparent pricing polices for low income countries, 
including African countries, where the majority of  people are poor and 
there is a wide market of  poor sick patients. Thus, whether a product is 
from the originator or the generic producer, they should be priced equitably.

2.4 Support by civil society and NGO actions

Civil Society and NGOs have been active in pulling and shaping popular 
opinion and government decisions in Africa in relation to health matters. 
They have also been helpful in remedying violations by governments 
or pharmaceutical industries in terms of  instituting litigation such as 
Treatment Action Campaign in South Africa. But some have considerable 
inroads to getting aid and funding from donors, that is, in identifying 
donors and relevant donor packages. In this line, the UN Commission 
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on Human Rights, Resolution 2003/29 on Access to Medicines in the 
Context of  Pandemics such as HIV/AIDS, Tuberculosis and Malaria, for 
example, calls upon the joint Un Programme of  HIV/AIDS to mobilize 
further resources to combat the pandemic and upon all Governments to 
take measures to ensure that the necessary resources are made available to 
the Programme in line with the Declaration on HIV/AIDS

2.5 Introducing low tariff schemes on medicines

It is trite knowledge that when government reduces stakes such as 
manufacturer’s turn over tax, sales tax including VAT, for example, there 
may be an incidence on the prices in terms of  reductions. This possibility is 
even surer where there are appropriate and effective competition policies in 
place. However, tax reductions may not translate into reduced retail prices, 
or price reductions equivalent to the tax reduction. Whether and how tax 
reductions benefit consumers will depend largely on the peculiarities of  
the specific market: whether products are patented; whether price controls 
are in place; how patent holders choose to act; and the availability of  
pricing discretion to pharmacies and dispensing agencies.1

2.6 Cost-containment mechanisms2

Pooled purchasing arrangements

When several countries share the same pharmaceutical needs, and other 
conditions such as good communications among those countries are 
also met, international arrangements for pooled purchasing can generate 
additional price reductions through enhanced negotiation capacities 
and economies of  scale in production and distribution. There have 
been various initiatives in this sphere, the most successful ones probably 
being those which concentrate country cooperation in the phase of  price 
negotiations with pharmaceutical companies. Other successful initiatives 
have been coordinated by international organizations. One example 
is the longstanding purchase of  childhood vaccines for the Expanded 
Programme on Immunization by UNICEF as well as the Global Alliance 
for Vaccines and Immunization and its associated Vaccine Fund. WHO-
based Global Drug Facility for tuberculosis was created to respond to 
difficulties experienced by countries in the 1990s in finding and funding 
stable TB drug supplies, which in turn hindered the expansion of  the TB 

1 WHO ‘Improving access to medicines in Thailand: The use of  TRIPS flexibilities’ 
(2008) Report of  a WHO Mission 5-12 http://www.drugwonks.com/THAI%20
Mission %20Report%20Final%2015%20Feb%2008.doc (accessed 14 March 2010).

2 As above 11.
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control strategy.

International open tendering3

Open tender is a formal procedure by which quotations are invited 
from any manufacturer or manufacturer’s representative on a local or 
worldwide basis, subject to the terms and conditions specified in the tender 
invitation. In medicine procurement, the use of  competitive international 
tendering has indisputable economic advantages and is one of  the classic 
cost-containment mechanisms. According to the experiences of  many 
countries, international tendering can reduce prices by as much as 40 to 
50 per cent.4 

However, the economic advantages of  this mechanism apply mainly 
to multi-source products where competition exists. Open tendering is not 
an option for medicines, such as the majority of  ARVs, that are protected 
by patents, unless there are some means to ensure competitive bids (for 
example through parallel imports or compulsory licences). 

National/social health insurance and prepayment schemes5

A country’s health system includes the totality of  actions that society and 
the State undertake in relation to health. Health insurance is a specific form 
of  health system. The only countries that have succeeded in guaranteeing 
access to medicines for the whole of  the population are those that have a 
social security system, as is the case for most of  the Western European 
countries where, for more than 50 years, the entire population has access 
to medicines as part of  the right to health care.

There are various models of  health insurance, with many alternatives 
which range from private, for-profit organizations, to social security 
organizations financed with public resources. 

Cost-effective medicine selection

Selection of  cost-effective medicines at the primary health care, hospital or 
national level should be a major, if  not the most important, component of  
cost-containment of  medicines. Selective medicines lists for public health 

3 As above 9.

4 J Quick et al Managing drug supply (1997) l. 

5 See generally A Zerda et al Health insurance systems and access to medicines. Case studies 
from: Argentina, Chile, Colombia, Costa Rica, Guatemala and the United States of  America 
(2001).
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insurance schemes may include:

• Essential medicines lists;
• Positive lists, setting criteria for new medicines to qualify for 

reimbursement; and
• Negative lists, as in some industrialized countries, which exclude 

medicines from coverage under the health insurance system for 
therapeutic or financial reasons.

2.7 Public, private partnerships in R&D: Developing Africa’s 
pharmaceutical industry

African countries should be bent on building their own manufacturing 
capacity. The transfer of  technology is certainly the problem. North-
South cooperation is therefore inevitable. But the question is whether 
the North is really willing to transfer the technology and whether 
African countries themselves are ready to take up the challenge to build 
their own technological capacity and end the reliance on the Northern 
pharmaceutical industry. Besides, it was hoped that the 2033 moratorium 
granted to LDCs in Doha in respect of  pharmaceutical patents on the 
strength of  article 66.1 TRIPS will enable these countries acquire the 
requisite technological capacities so that they can stand on their own in 
terms of  pharmaceutical production and meet national health needs. 

It should not be forgotten that TRIPS (article 66.2) entreats developed 
country WTO members to provide incentives to enterprises and 
institutions in their territories for the purpose of  encouraging transfer of  
technology to least developed countries (LDCs) to enable them create 
a sound technological base. However, this is not yet taking place since 
there is no meaningful commitment coming up either from the developed 
countries or the LDCs themselves towards the transfer of  technology. 
At this point in time, it may be appropriate for African countries to to 
consider pursuing an immediate and radical policy which defies individual 
interests towards building an African pharmaceutical industry. Atangcho 
Akonumbo ‘strongly’ recommends that African countries should abandon 
individual efforts and move towards a wider regional or continental 
caucus in considering local manufacturing with their own technology for 
the development of  new drugs in order to address the heavy burden of  
public health’.6

6 A Akonumbo ‘Intellectual property and access to essential medicines: Exploring the 
difficulties and symptomatic avenues to avert the right to health Imbroglio in Africa’ 
(2011) Cahier Africain des Droits de l’Homme 11.
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Box 2.  COMESA’s experience on developing regional 
manufacturing capacity

(COMESA and European Union ‘Sector Strategy for Access to Medicine 
in COMESA’ (2011) 4-7)

…

1.3  Developing regional manufacturing capacity 

Some manufacturing capacity already exists within COMESA, notably 
in Egypt and Kenya. The COMESA member states concerned have 
implemented the major flexibilities relevant to local manufacturing in the 
TRIPS Agreement in their national laws and can use these to improve 
access to medicines within their respective territories both in voluntary 
negotiations with patent holders and through recourse to the flexibilities 
such as compulsory licensing. The development of  local or regional 
pharmaceutical manufacturing capacity would provide COMESA member 
states with a more sustainable basis to implement the TRIPS flexibilities. 
This would allow COMESA governments the option of  negotiating 
voluntary licences or granting compulsory licences to manufacture locally 
and would avoid, or reduce, the need to rely on foreign governments 
and manufacturers to implement the importation mechanism in the 
Waiver Decision. The value-added of  these flexibilities can be increased 
as pooled procurement evolves into a more integrated model, provided 
that the flexibilities are implemented in the national laws of  participating 
member states. Participants can use their larger-volume orders as leverage 
in negotiations with patent holders and other manufacturers to obtain 
additional terms such as licensing to local manufacturers, technology 
and training, to improve the overall capacity of  the local manufacturing 
industry.

The development of  local or regional pharmaceutical manufacturing 
capacity would provide COMESA member states with a more sustainable 
basis to implement the TRIPS flexibilities. This would allow COMESA 
governments the option of  negotiating voluntary licences or granting 
compulsory licences to manufacture locally and would avoid, or reduce, 
the need to rely on foreign governments and manufacturers to implement 
the importation mechanism in the Waiver Decision.

1.3.1 The Common Market 

One of  the major impediments to development of  the manufacturing 
industry in many COMESA Member States is the size of  national 
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markets. It is difficult for manufacturers in different member states to 
operate at a profit in one small market with low purchasing power without 
significant exports to other markets. One WHO study has suggested that 
a „critical mass“ of  development and human and technical resources 
must be reached before any „indigenous“ pharmaceutical industry can 
survive. The low margins on generic medicines mean that expenses can 
often be recouped only by mass export to a great number of  consumers. 
The industry (outside Egypt) generally lacks the technology to develop 
more profitable research-based products. A truly integrated regional 
market offers a means of  harnessing economies of  scale that can allow a 
manufacturer, particularly a generic manufacturer, to recoup investment. 

COMESA has created an FTA and is moving towards a Customs 
Union. This offers member states the opportunity to create a market of  
sufficient size to justify investment in pharmaceutical manufacturing 
capacity. There are also opportunities – some already exploited – to export 
to markets outside COMESA and increase the potential market size still 
further beyond the borders of  COMESA. For example, manufacturers 
can export to neighbouring countries through other regional economic 
communities, in the way that Kenya exports to Tanzania within EAC, and 
in the future context of  a tripartite FTA. Manufacturers can also export 
outside the region altogether, in the way that Egypt exports in the Middle 
East and Europe. At the same time, there remain tariff  and non-tariff  
barriers to the creation of  a regional market in pharmaceuticals within 
COMESA.

Tariff barriers 

Many COMESA member states levy import duty on either finished 
pharmaceutical products or active ingredients or both, imported from 
outside the COMESA region. These are Burundi, Djibouti, DRC, Egypt, 
Ethiopia, Seychelles, Sudan and Zimbabwe. This increases the price of  
imported pharmaceuticals and also increases the price of  locally produced 
pharmaceuticals where duty is levied on active ingredients. Where the 
rates are the same on finished products and active ingredients they offer 
no effective protection for the local industry. 

The COMESA FTA offers preferential tariff  treatment for regional 
production but there is not yet full participation from all member states. 
DRC does not participate; Ethiopia has only reduced tariffs on intra-
COMESA trade by 10 per cent and Eritrea and Uganda have reduced 
tariffs on intra-COMESA trade by 80 per cent. Swaziland benefits from a 
derogation (linked to the establishment of  a tripartite FTA). These create 
tariff  barriers within the regional market for pharmaceuticals. 
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Among those member states that participate in the FTA, regional 
pharmaceutical production may not always qualify for the preferential 
COMESA FTA tariff. The existing pharmaceutical industry in most 
COMESA member states does not have the capacity to produce active 
pharmaceutical ingredients (‘APIs’), which represent the major share of  
the value-added in the finished product. APIs are often imported from 
outside COMESA. This means that the local process of  production 
does not add sufficient value added to the ex-factory price to satisfy the 
35 per cent value-added rule of  origin (any current or future production 
of  APIs within COMESA would enable industry to satisfy this rule). 
Fortunately, there are alternative rules of  origin. Medicaments for retail 
sale, and those not for retail sale, are classified under separate headings 
in the Harmonized System. Processing of  medicaments within the region 
into finished products for retail sale would change the tariff  heading at 
the 4-digit level, but processing might not always be sufficient to satisfy 
the change-of-tariff-heading rule of  origin. It would depend on the tariff  
classification of  the inputs (COMESA Protocol on Rules of  Origin, Rule 
2(b)). Member states can review their customs practice in application 
of  the rules of  origin to clarify the position. If  tariff  classification does 
not alter the tariff  heading, member states should consider granting an 
exemption from the rules of  origin for products that are finished within 
the region from imported APIs.

Although many COMESA Member States apply duty-free tariff  
treatment to pharmaceutical products, the zero rate is often limited 
to finished products and APIs but does not cover other inputs, such as 
packaging and excipients. This has the perverse effect of  discriminating 
against local production because local manufacturers must pay duty 
(and internal taxes such as VAT) to import many raw materials. Some 
manufacturers in member states with the smallest industries must import 
almost all raw materials except outer packaging. This distorts competition 
because the costs of  local products necessarily include a duty component 
that imported products do not. The solution is to balance the incidence 
of  duty on local products and imports. Given that the overall objective 
of  this strategy is to promote access to medicines, the solution is not to 
reintroduce tariffs on pharmaceuticals, which exclusively tax the sick, but 
rather to eliminate the duty on raw materials. 

Member states ‘revenue authorities operate various schemes providing 
for exemption for pharmaceutical industry or general rebate schemes for 
industry. Conditions attach, such as prohibitions on resale, limitations 
to the purpose of  manufacture, and provisos that the duty on inputs 
must be less than the duty on the finished product. The difficulty is that 
the procedures can be complex and slow, which negatively affects their 
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availability and manufacturers’ cash flow, which reduces their ability to 
compete. For example, an exemption granted by one Member State for 
pill bottles was defined by reference to a tariff  line that included bottles 
made of  glass but not of  plastic. A manufacturer did not qualify for the 
exemption. Another exemption for imported stick-on labels was granted 
only after 20 months. COMESA member states can consider facilitating 
the implementation of  existing schemes regarding duty and VAT for the 
local pharmaceutical industry, and introduce them where they are lacking. 
These schemes can be phased out where regional suppliers of  inputs are 
viable and agree to increase competitiveness. 

Non-tariff barriers 

Non-tariff  barriers to pharmaceutical trade within COMESA are 
significant because they can create absolute barriers to imports. National 
patents systems are one such barrier (considered above). Another major 
barrier is the system of  national pharmaceutical registrations. Whilst that 
system pursues the vital policy of  the protection of  human health, it can 
be implemented in a way that is less restrictive of  trade and ultimately 
beneficial for the development of  a sustainable regional industry 
through strategies of  mutual recognition of  product registrations and 
harmonization of  standards. Implementation of  the TRIPS flexibilities as 
regards patents will not deliver greater access to medicines that have not 
received marketing approval. 

COMESA has produced 15 guidelines for technical harmonization 
of  pharmaceutical registration and surveillance procedures, including 
minimum standards. Adoption of  these guidelines would be a significant 
step toward harmonization. Mutual recognition could significantly reduce 
the costs and delays in obtaining national product registrations which 
currently effectively prevent many local manufacturers from exporting to 
neighbouring markets. However, speed should not compromise safety or 
efficacy, especially for products with a narrow therapeutic margin. 

In addition to the adoption of  the guidelines, COMESA can ensure 
that efforts to improve the effectiveness of  pharmaceutical regulation in 
the region (considered below under Linkages) are implemented at the 
regional or sub-regional level in order to serve a complementary function 
as confidence-building activities between DRAs. For example, capacity-
building exercises in post-marketing surveillance can be organized jointly 
among DRAs to further the process of  mutual recognition. DRAs with 
greater capacity can trial the conduct of  joint inspections with those with 
lesser capacity 
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Enforcement of  pharmaceutical regulation against counterfeiting can 
also constitute a barrier to legitimate trade. Trafficking in counterfeiting 
is a serious problem that undermines the regional industry (considered 
below under Linkages). However, cooperation not only within member 
states among their quality control, customs and police authorities but also 
between member states“ competent authorities can improve enforcement 
with less disruption to genuine products. Member states can establish and 
notify contact points in their administrations and be ready to exchange 
information on trade in counterfeit medicines, including suspected 
consignments or trafficking routes. Information on trusted and other 
suppliers and intermediaries gathered in the pooled procurement initiative 
could be fed into this part of  the strategy. Sharing of  information can save 
scarce resources by ensuring that inspections are better targeted. 

Local manufacturers also need to improve their capacity to conduct 
laboratory trials, comply with GMP and otherwise satisfy effective 
pharmaceutical regulatory standards. The economies of  scale harnessed 
through integration of  the regional market can contribute to this goal, 
so that improvement of  pharmaceutical regulation and industry practice 
become mutually reinforcing. 

Other non-tariff  barriers exist to trade in pharmaceuticals, notably 
labelling and packaging requirements. Certain manufacturers, such 
as the French-speakers in Mauritius, have actually turned this to their 
advantage and exported to more French-speaking countries. However, 
other requirements besides language are mandatory. Standard treatment 
guidelines, though voluntary, also create barriers by fragmenting demand 
for pharmaceutical products. These barriers have much in common with 
technical regulations and standards for other goods and can be included 
in a wider strategy. 

COMESA is developing draft Regulations on Non-Tariff  Barriers 
(‘NTBs’). They provide that misuse of  technical standards constitutes a 
NTB and that a lack of  harmonized quality standards within the region 
may also constitute a NTB. It is noted that quality inspection procedures 
are a common NTB within COMESA. All of  these types of  NTBs apply 
to trade in pharmaceuticals. The Regulations aim to create mechanisms 
to monitor and address NTBs on a continuous basis and to resolve 
trade disputes. Adoption of  these Regulations would contribute to the 
integration of  the Common Market in pharmaceuticals as well as other 
goods. 

A major practical trade barrier within the regional market is the lack 
of  complete road transport corridors. Pharmaceuticals traded within 
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COMESA are often transported by road. This is one factor that explains 
how Kenyan manufacturers compete better in the markets of  certain land-
locked neighbouring countries. However, imports can reach many markets 
by sea from outside COMESA at a lower cost. Transport by sea from one 
COMESA member state to another erodes any competitive advantage 
over imported products that geographic position might afford. There are 
roads in poor condition and missing links in trans-COMESA transport 
between Egypt and the member states to the south, Ethiopia, and between 
various member states in the region of  the Great Lakes. The completion 
of  road transport corridors would enable manufacturers to compete better 
in the Common Market.

…

2.8 International cooperation and Assistance

International cooperation and assistance stands out as a key and feasible 
option outside TRIPS flexibility. It has been widely acclaimed and 
reiterated in various ways by relevant UN human rights monitoring treaty 
bodies, resolutions of  regional organisations and in academic research. 

The Charter of  the UN, UDHR, ICESCR and CRC all recognize that 
States have a responsibility to engage in international cooperation towards 
economic, social and cultural rights (1945 UN Charter articles 55, and 56; 
UDHR articles 22, and 28; ICESCR articles 2(1), 11(1), 15(4), 22, and 23; 
CRC articles 4, 17(b), 24(4), and 28(3)). For example, ICESCR (article 2(1)) 
requires States parties to take steps, individually and through international 
assistance and cooperation, especially economic and technical, to ensure 
the enjoyment of  the rights contained therein. The Committee on ESCR 
has interpreted this to mean that:

• States parties that are in position to assist others have particular duties 
to do so (CESCR General Comment 3 paragraph 14);

• States parties have the duty to respect, protect and facilitate the 
enjoyment of  economic, social and cultural rights in other countries 
(CESCR General Comment 12 paragraph 36; General Comment 14 
paragraph 39; General Comment 15 paragraphs 31, 33, and 34);

• Economic, social and cultural rights should be given due attention in 
international agreements (CESR General Comment 12 paragraph 36; 
General Comment 13 paragraph 56; General Comment 14 paragraph 
39; General Comment 15 paragraph 35);

• States parties are required to take into account economic, social 
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and cultural rights in their actions as members of  international 
organisations (CESCR General Comment 13 paragraph 56; General 
Comment 14 paragraph 39; General Comment 15 paragraph 36); 

• States parties have a joint and individual responsibility to provide 
disaster relief  and humanitarian assistance in times of  emergency, 
including assistance to refugees and internally displaced persons 
(CESCR General Comment 12 paragraph 38; General Comment 14 
paragraph 40; General Comment 15 paragraph 34);

• States parties should refrain at all times from imposing embargoes 
or similar measures where these may have a negative impact on the 
right to health (CESCR General Comment 12 paragraph 37; General 
Comment 14 paragraph 41; General Comment 15 paragraph 32);

• It is particularly incumbent on States that are in a position to assist 
to provide international assistance and cooperation, particularly 
economic and technical, which enables developing countries to fulfil 
their core obligations (CESCR General Comment 14 paragraph 45)

Therefore, on the strength of  articles 2(1) (and 15(4)) of  the ICESCR, 
States are required to seek international cooperation and Assistance as 
a measure to complement efforts to boost available means towards the 
progressive realisation of  socioeconomic rights generally. The ICESCR 
mandates this requirement and this has been echoed and clarified by the 
Committee on ESCR in General Comment 14. 

Box 3. Committee ESCR, General Comment 14’s approach on 
international cooperation/ assistance 

…

2. States parties’ obligations

…

International obligations 

…

38. In its General Comment 3, the Committee drew attention to the 
obligation of  all States parties to take steps, individually and through 
international assistance and cooperation, especially economic and 
technical, towards the full realization of  the rights recognised in 
the Covenant, such as the right to health. In the spirit of  article 56 
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of  the Charter of  the UN, the specific provisions of  the Covenant 
(articles 12, 2.1, 22, and 23) and the Alma-Ata Declaration on 
primary health care, States parties should recognize the essential role 
of  international cooperation and comply with their commitment to 
take joint and separate action to achieve the full realization of  the 
right to health. In this regard, States parties are referred to the Alma-
Ata Declaration which proclaims that the existing gross inequality in 
the health status of  the people, particularly between developed and 
developing countries, as well as within countries, is politically, socially 
and economically unacceptable and is, therefore, of  common concern 
to all countries.

…

5. Obligations of actors other than States parties 

63. The role of  the UN agencies and programmes, and in particular the 
key function assigned to WHO in realizing the right to health at the 
international, regional and country levels, is of  particular importance, 
as is the function of  UNICEF in relation to the right to health of  
children. When formulating and implementing their right to health 
national strategies, States parties should avail themselves of  technical 
assistance and cooperation of  WHO. Further, when preparing 
their reports, States parties should utilize the extensive information 
and advisory services of  WHO with regard to data collection, 
disaggregation, and the development of  right to health indicators and 
benchmarks.

64. Moreover, coordinated efforts for the realization of  the right to 
health should be maintained to enhance the interaction among all the 
actors concerned, including the various components of  civil society. 
In conformity with articles 22 and 23 of  the Covenant, WHO, the 
International Labour Organization, the United Nations Development 
Programme, UNICEF, the UN Population Fund, the World Bank, 
regional development banks, the International Monetary Fund, 
the WTO and other relevant bodies within the UN system, should 
cooperate effectively with States parties, building on their respective 
expertise, in relation to the implementation of  the right to health at 
the national level, with due respect to their individual mandates. In 
particular, the international financial institutions, notably the World 
Bank and the International Monetary Fund, should pay greater 
attention to the protection of  the right to health in their lending 
policies, credit agreements and structural adjustment programmes. 
When examining the reports of  States parties and their ability to 
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meet the obligations under article 12, the Committee will consider 
the effects of  the assistance provided by all other actors. The adoption 
of  a human rights-based approach by UN specialized agencies, 
programmes and bodies will greatly facilitate implementation 
of  the right to health. In the course of  its examination of  States 
parties’ reports, the Committee will also consider the role of  health 
professional associations and other non-governmental organizations 
in relation to the States’ obligations under article 12.

…

Davinia Ovett has also driven the same approach, emphasising the point 
that international cooperation and assistance in the realisation of  the right 
to health should also be read as requiring States to respect and to prevent 
third parties from violating the right in other countries. Thus, States have 
to intervene politically and legally to ensure that third parties, such as 
the pharmaceutical industry or other States which have not ratified the 
Covenant, do not have trade policies that violate access to affordable 
medicines in developing countries and LDCs.

Box 4

(D Ovett ‘Making Trade Policies More Accountable and Human Rights-
Consistent: A NGO Perspective of  Using Human Rights Instruments in 
the Case of  Access to Medicines’ 13)

…

International Cooperation

Article 2(1) of  the ICESCR, as interpreted by the Committee on 
Economic, Social and Cultural Rights (CESCR) in General Comment 
3 (1990) requires State parties to take ‘deliberate, concrete and targeted’ 
steps ‘through international assistance and cooperation, especially 
economic and technical’ towards full realisation of  Covenant rights. 
This obligation is echoed by article 4 of  the CRC, as interpreted by 
General Comment 5 (2003), which states that members of  international 
organizations, including the WTO, ‘should ensure that their activities 
related to international cooperation and economic development give 
primary consideration to the best interests of  children and promote full 
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implementation of  the Convention’. States also have an obligation to 
ensure that their actions as members of  international organizations take 
due account of  the right to health. This can be interpreted as meaning that 
States should take into account the right to health when they negotiate IP 
rules in all trade agreements and implement these rules domestically. 

In addition, States are required to refrain from imposing measures that 
restrict the supply of  another State with adequate medicines. This could 
include refraining from imposing TRIPS-plus rules that would restrict 
the supply of  affordable medicines in another country. States are also 
obliged, particularly if  they have sufficient resources, to facilitate ‘access 
to essential health facilities, goods and services in other countries’. This 
can be interpreted as meaning that State parties to the ICESCR, such as 
the members of  the European Union, Canada or Switzerland, have a 
legal obligation to take steps to facilitate access to affordable medicines in 
developing countries and LDCs.

International cooperation and assistance pursuant to article 2(1) 
ICESCR to ensure access to medicines, has been explained via the 
minimum core obligations of  States, supported by the general tripartite 
duty to respect, protect and fulfil socioeconomic rights. However, the duty 
to seek international cooperation and assistance does not rest only on the 
recipient State but also on the beneficiary State as explained by Emily 
Mok 5 (Box 5). This means in practical terms that developed countries 
that are the usual benefactors should cooperate with and assist the less 
developed countries and LDCs.
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Box 5. Duty of cooperation and assistance on beneficiary and 
benefactor states

(E Mok ‘International Assistance and Cooperation for Access to Essential 
Medicines’ (2010) 12 Health & Human Rights)

…

International assistance and cooperation according to international 
human rights law

The state obligation to provide international assistance and cooperation 
has long been an area of  debate among academics. While some might hold 
fast to the notion of  state sovereignty and the idea that states hold human 
rights obligations only in relation to their own citizens, the impacts of  
globalisation have led many to reassess the boundaries. In addition, some 
argue that state obligations of  international assistance and cooperation 
were intended by the drafters of  international human rights laws, as the 
obligation can be found in the key documents, including articles 1(3), 
55, and 56 of  the UN Charter; articles 22 and 28 of  the UDHR; and 
articles 2(1), 11(1), 11(2), 15(4), 22, and 23 of  the ICESCR. Sigrun Skogly 
believes that, because these obligations are insufficiently recognised and 
have rarely been invoked, there is a need to ‘rediscover or uncover these 
obligations’ from the body of  international human rights law.

For example, an important source of  international assistance and 
cooperation is found in article 2(1) of  the ICESCR, which requires ‘each 
State party to the present Covenant undertakes to take steps, individually 
and through international assistance and cooperation, especially 
economic and technical, to the maximum of  its available resources’. The 
‘elusive and complex’ nature of  this statement, which can be attributed to 
diplomatic negotiations, was noted by the CESCR and led to clarification 
under General Comment 3 on ‘the nature of  states parties’ obligations’. 
General Comment 3 explained that those who drafted the ICESCR 
intended that the statement, ‘to the maximum of  its available resources,’ 
apply not only to the resources within a state, but also to ‘those available 
from the international community through international cooperation and 
assistance’.

Yet, in what manner should developed countries assist and cooperate? 
To address this question, the tripartite classification of  obligations (that 
is, to respect, to protect, and to fulfil) has been used to elaborate on the 
developed country duty of  international assistance and cooperation 
in greater detail. The duty to respect, which has been called a ‘classic’ 
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human rights obligation, refers to the requirement that states ‘avoid 
measures that hinder or prevent the enjoyment of  … rights in another 
state’. Such measures would include a state’s foreign policies and any 
aspects that might interfere with the realization of  rights outside of  the 
state. The duty to protect requires that states take account of  human 
rights in their actions as members of  international organizations, as well 
as when entering into bilateral and multilateral agreements. It also calls 
upon states to ‘take measures to prevent non-state entities under their 
jurisdiction from interfering with the enjoyment of  the ... rights abroad’. 
Such non-state entities include private corporations that reside within 
their national jurisdiction but operate internationally or have an impact on 
other states, and measures to prevent them can take the form of  domestic 
legislation to regulate their activities. The duty to fulfil has been defined as 
the obligation of  the state to take positive steps by facilitating, providing, 
and promoting human rights in other states. This particular duty has been 
considered controversial, given its emphasis on positive state action in 
other countries, but is gaining acceptance in the human rights community 
as a ‘secondary or subsidiary obligation (that) … applies if  the domestic 
state for reasons beyond its control fails to fulfil economic, social, and 
cultural rights’ and when ‘measures taken to respect and protect are not 
sufficient’.

Obligations of international assistance and cooperation in relation to 
access to medicines

In light of  the above summary, it is apparent that developed countries 
hold obligations of  international assistance and cooperation for access to 
essential medicines. Yet, despite the allusions to these topics in international 
human rights law, there continues to be significant ambiguity around the 
specific international roles and responsibilities that should be met by states 
extraterritorially. This issue has prompted numerous authoritative, but 
nonbinding, interpretative statements that aim to clarify and expand upon 
references to essential medicines in international agreements, especially 
given emerging global health trends and issues. Such statements include 
the UN Committee on Economic, Social and Cultural Rights General 
Comment 14, the UN Commission on Human Rights Resolution 2003/29, 
World Health Assembly Resolution WHA55.14, the UN Millennium 
Development Goals, Montreal Statement on Essential Medicines as 
a Human Right, WTO declaration on the Agreement on Trade-related 
Aspects of  intellectual Property Rights and Public Health, and the reports 
of  the UN Special Rapporteur on the Right to Health.

The guidance offered by these sources is synthesized to develop a 
single, more coherent set of  international standards for developed countries 
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on access to essential medicines. The theme of  international assistance 
and cooperation as a duty, a theme found across almost all interpretative 
guidance on access to medicines, presents a critical set of  standards for 
developed countries. By applying the comprehensive guidelines listed 
in the CESCR’s General Comment 14 as a foundation, the discussion 
below details the international assistance and cooperation standards that 
developed countries must address.

To respect access to essential medicines in other countries and to prevent 
others (that is, third parties) from violating this right

This is critical standard which obligations states ‘to refrain from interfering 
directly or indirectly’ with a developing country’s efforts to achieve access 
to essential medicines. At the same time, it asks industrialized nations 
to ‘protect’ access to essential medicines in developing countries by 
preventing third parties (such as pharmaceuticals or other countries) that 
may interfere with this fundamental component of  the right to health. 
Such guidance is critical in understanding industrialized nation obligations 
i regards to the WTO TRIPS Agreement.

According to the Doha Declaration on TRIPS and Public Health, 
developing countries have the right to exercise TRIPS flexibilities in 
recognition of  their public needs. First, countries have ‘the right to grant 
compulsory licenses and the freedom to determine the grounds upon which 
such licenses are granted’. Second, countries’ ‘practices relating to parallel 
importation cannot be challenged under the WTO dispute settlement 
systems (and) ... each Member is free to establish its own regime (for the 
use of  parallel importation) … without challenge. Hence, industrialized 
nations should refrain from interfering in developing country activities to 
apply compulsory licensing or parallel importation for access to essential 
medicines. Historically, the US has placed countries that attempt to 
exercise compulsory licensing on the US Trade Representative watch List, 
known as the Special 301. This practice would effectively pressure US 
trading partners especially developing countries, into acting in accordance 
with US preferences in order to gain or maintain a favourable trading 
position with the US. Furthermore, industrialized nations should prevent 
others (for example, pharmaceutical companies) from interfering in such 
activities as well.

To facilitate access to essential medicines in other countries, whenever 
possible, and to provide the necessary aid in time of emergency

In recognition of  the limitations of  developing countries’ abilities ‘to fulfil’ 
their core obligations (for example, access to essential medicines) to their 
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populations, it follows that an associated international assistance and 
cooperation duty calls upon industrialized nations ‘to support to fulfil’ 
access in those countries. Furthermore, in situations of  emergency, it is 
emphasized that developed countries have a responsibility to contribute 
to ‘the maximum of  (their) capacities’. The CESCR notes that other 
countries’ emergencies are a ‘collective responsibility’ at an international 
level because ‘some diseases are easily transmissible beyond the frontiers 
of  a state’. Through General Comment 14 does not clearly define what 
qualifies as situations of  emergency, other international guidance has 
stated that countries have ‘the right to determine what constitutes a 
national emergency or other circumstances of  extreme urgency’ and 
that such cases can be understood to include ‘HIV/AIDS, tuberculosis, 
malaria and other epidemics’.

To ensure that access to essential medicines is granted due attention in 
international agreements and to consider the development of further 
legal instruments

Industrialized nations are urged ‘to develop and implement national 
strategies,’ including legal measures, that ‘safeguard or promote’ access 
to essential medicines. Though many State have acceded to numerous 
international agreements recognizing obligations to assist and cooperate 
in the provision of  access to medicines, such agreements are often not 
ratified at the national level and, in consequence, are ignored and often 
relegated to rhetoric. This is a standard that requires greater attention and 
evaluation.

To ensure that no international agreement or policy adversely impacts 
upon access to essential medicines

As parties to numerous current international agreements, as well as 
potential future agreements, states need to ensure that no adverse 
measures within the agreements will hinder access to essential medicines. 
Furthermore, states should never apply restrictions on the supply of  
essential medicines in another state as a tool of  political or economic 
pressure – such as embargoes political or theological ideology, or other 
similar measures. This has been an issue for a number of  developed 
countries and their tendency for corporate protectionism through the 
creation of  ‘TRIPS-plus’ provisions (that is, measures that go beyond 
what is required by TRIPS) in bilateral and regional trade agreements 
with developing countries.
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To ensure (by way of membership) that the actions of international 
organizations take due account of access to essential medicines

International organizations, such as the World Health Organization, the 
World Trade Organization, and the World Bank, play critical roles in setting 
policy and handling international agreements that can influence access to 
medicines in developing countries. States can use their membership status 
within these international organizations to ensure that access to essential 
medicines is properly accounted for in the activities of  such organizations. 
For instance, the WTO’s activities in setting minimum standards for the 
protection of  intellectual property rights (that is, Agreement on Trade-
Related Aspects of  intellectual Property Rights) have a significant impact 
on developing countries’ access to medicines. Member states have worked 
to ensure that TRIPS address the issue of  access to medicines through a 
subsequent clarifying statement known as the Declaration on the TRIPS 
agreement and public health.

To provide an environment that facilitate the fulfilment of 
responsibilities in access to essential medicines by other actors

Through states possess primary accountability for the right to health, the 
General Comment also emphasizes that ‘all members of  society’ possess 
certain ‘responsibilities towards the realization of  the right to health’. In the 
case of  access to essential medicines, other societal actors involved include 
international and non-governmental organizations, health professionals, 
civil society organizations, and private industry. The CESCR notes that 
in order for these actors to fulfil their responsibilities, states have an 
obligation to ‘provide an environment which facilitates the discharge 
of  these responsibilities’. For example, the US has a duty to create an 
equal opportunity for health professionals to participate on government 
advisory committees pertaining to essential medicines policies, which is 
privilege that the pharmaceutical industry currently enjoys.

Conclusion

This article seeks to highlight and clarify the international assistance 
and cooperation obligations of  developed countries in relation to access 
to essential medicines. While developing countries hold the ‘primary 
obligation’ for ensuring access to essential medicines within their 
jurisdiction, there are times when they might not have the necessary 
resources available to support such an effort. This dilemma has prompted 
attention into the international obligations to states to support access 
to essential medicines. While international obligations in human rights 
indicates that there is a duty to fulfil (for example, through foreign aid), 
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there are also duties to respect and protect the realization of  access to 
essential medicines in other states.

It is undoubtedly the case that international assistance and cooperation 
standards for access to essential medicines exist, but the wide array of  
authoritative documentation from which they had to be drawn could 
make it difficult for states to take notice and acknowledge such standards. 
A review of  these various aforementioned documents revealed an array 
of  scattered agreements and declarations that pertain to state obligations, 
but also a general consistency in the expectations for international 
assistance and cooperation that are addressed most comprehensively by 
General Comment 14. Despite the general consistency in the international 
expectations of  states, as illustrated in the synthesized set of  international 
standards, the scattered nature of  these standards amongst the various 
documents can allow states to conveniently ‘miss’ or disregard certain 
obligations. Hence, for the purposes of  implementation, it would be best 
to present a single, coherent set of  standards from which states can report 
on or be criticized against and to promote comprehensive implementation 
by states.

The array of  authoritative guidance indicates a deliberate movement 
by the international order to crystallize the elusive access to medicines 
obligations of  developed countries. The acceptance of  these international 
standards, however, still faces significant challenges due to its heavy basis 
on socioeconomic rights. As Paul Hunt has noted, ‘(although the right 
to health is (a) fundamental human right, with the same international 
legal status as freedom of  religion or the right to a fair trial, (it) is not 
as widely recognised as these other civil and political rights’. I addition, 
other conflicting or competing foreign policy concerns (for example, 
international trade and development) may be granted special preference 
over access to medicines because of  their impact on national economic or 
security interests.

To some degree, it would appear that developed countries are supporting 
access to medicines in other countries through their growing involvement 
in global health programs providing treatment. Such programs include 
multilateral initiatives (for example, the UK Department for International 
Development (DFID) and PEPFAR). Recent history has shown, 
however, that developed countries still need to remain cognizant of  their 
international assistance and cooperation obligations to respect, protect, 
and fulfil human rights when partaking in international organizations and 
in adopting multilateral, regional, or bilateral agreements. For example, 
the selective activities of  bilateral global health programs have sometimes 
shown a preference for recipient countries that provide a national security 
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interest. In addition, bilateral programs have not always upheld non-
discrimination principles by neglecting vulnerable populations requiring 
treatment, such as sex workers and men who have sex with men. States 
need to also develop ways to incorporate their international human rights 
commitments into their domestic and foreign policy strategies. This 
would allow states to account for international human rights interests in 
all government sectors and is especially important for access to medicines. 
For example, the UK recently launched a government policy strategy 
known as ‘Health is Global’, which aims to take the health of  people 
beyond its borders into account.

Developed countries also need to find ways regulating and incentivizing 
the pharmaceutical industry to pay greater attention to the medicines that 
are needed by developing countries. In terms of  existing medicines, the 
participation of  corporations in drug donation and discount programs 
are a critical factor in alleviating the problem of  medicines affordability 
in developing countries. Neglected diseases, however, will require the 
developed countries to implement incentive schemes that would attract 
the pharmaceutical industry to invest their R&D resources for new or 
improved medicines. The current approaches have been weaker than 
needed, and states can do much to establish the enabling environment that 
would encourage industry participation in access to medicines.

However, beyond the traditional cooperation and assistance schemes, the 
Recommendations for the Implementation of  revised Guideline 6 of  the 
International Guidelines on HIV/AIDS and Human Rights, for example, 
invites creditor countries and international financial institutions (such 
as the International Monetary Fund – IMF) to implement conscionable 
debt recovery plans that are supportive of  public health needs of  poor 
borrowing countries. It should be recalled that these institutions have 
often been accused of  imposing on poor borrowing countries or pushing 
them to adopt, as the case may be, draconian economic recovery plans 
which largely undermine or outrightly violate socioeconomic rights. 
The Recommendations therefore state that ‘[c]reditor countries and 
international financing institutions should implement debt relief  for 
developing countries more quickly and extensively, and should ensure 
that resources provided for this purpose do not detract from those made 
available for official development assistance’. But warns as a safeguard 
measure against diversion of  the freed up funds through corrupt practices 
that ‘[d]eveloping countries should use the resources freed up by debt 
relief  (as well as other sources of  development finance) in a manner that 
fully takes into account their obligations to respect, protect and fulfil rights 
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related to health’.

The Limburg Principles on the Implementation of  the International 
Covenant on Economic, Social and Cultural Rights have also explained 
the ambit of  international cooperation and assistance in the realisation of  
socioeconomic rights.

Box 6. Limburg Principles

(The Limburg principles Principles on the Implementation of  the 
International Covenant on Economic, Social and Cultural Rights)

…
29. International co-operation and assistance pursuant to the Charter of  

the United Nations (articles 55 and 56) and the Covenant shall have 
in view as a matter of  priority the realization of  all human rights and 
fundamental freedoms, economic, social and cultural as well as civil 
and political.

30. International co-operation and assistance must be directed towards 
the establishment of  a social and international order in which the 
rights and freedoms set forth in the Covenant can be fully realized (cf. 
article 28 Universal Declaration of  Human Rights).

31. Irrespective of  differences in their political, economic and social 
systems, States shall co-operate with one another to promote 
international social, economic and cultural progress, in particular the 
economic growth of  developing countries, free from discrimination 
based on such differences.

32. States Parties shall take steps by international means to assist and co-
operate in the realization of  the rights recognised by the Covenant.

33. International co-operation and assistance shall be based on the 
sovereign equality of  States and be aimed at the realization of  the 
rights contained in the Covenant.

34. In undertaking international co-operation and assistance pursuant to 
article 2(1) the role of  international organizations and the contribution 
of  non-governmental organizations shall be kept in mind.

In a 2009 Resolution on the protection of  all human rights in the context 
of  the right to health, the Human Rights Council, called upon States, 
at the international level, ‘to take steps, individually and/or through 
international cooperation, in accordance with applicable international 
law, including international agreements, to ensure that their actions as 
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members of  international organizations take into due account the right of  
everyone to the enjoyment of  the highest attainable standard of  physical 
and mental health, and that the application of  international agreements 
is supportive of  public health policies that promote broad access to safe, 
effective and affordable medicines’.7

The 2003 NEPAD Health Strategy enjoins governments to adopt 
sustainable and effective health policies depending on each country’s 
health priorities, which amongst other things, may be access to medicines 
related policies. This may be achieved through a three-prong stewardship 
approach but rhetoric should be matched with practical implementation. 
Meanwhile, successful stewardship entails policy and plan formulation 
including the determination of  the role of  the private sector and civil 
society, health legislation, coordination of  effort and the development 
of  norms and standards. Certainly, these may be back breaking reforms 
for African countries with meagre resources for the most part and that is 
why international cooperation and assistance are needed to sustain these 
efforts. But equally, governments need to prioritise spending on health 
related issues in national budgets to reduce disease burden. Consequently, 
implementing the 2000 Abuja commitment of  allocating 15 per cent of  
public expenditure on health in addition to international assistance and 
cooperation would ease access to medicines measures.8

7 Human Rights Council, Promotion and Protection of  All Human Rights, Civil, 
Political, Economic, Social and Cultural Rights, Including the Right To Development, 
Res. 12/24. Access to medicine in the context of  the right of  everyone to the enjoyment of  the 
highest attainable standard of  physical and mental health, 12th session A/HRC/RES/12/24 
12 October 2009, para 3.

8 This was a farce because ten years after the Abuja Declaration, only one country 
had met that target while 11 countries had instead stepped down health budgets. 26 
had barely increased but not reaching the 15 per cent target. 9 did not show signs of  
increase or decrease.
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Box 7. NEPAD Health Strategy (2003) adopted by the First 
Conference of Health Ministers of the African Union, at 
Tripoli, Libya in April 2003.

...

Section 5: The NEPAD health sector strategic directions

...

5.2 Build secure health systems services

The process of  building health systems to effectively meet even the basis 
health needs of  Africa’s people and support disease control will take time 
and will require sustained commitment over many years. There can be no 
single health systems recipe, given the diversity of  national health systems 
and service situations in Africa. Furthermore, each country will have 
different priority areas for attention: in one country this may be access to 
drugs, in another human resources and in another communications. Thus, 
each country will need to prepare its own country specific health policy 
and strategic plan for securing its health system.

...

5.3 Strengthen programmes to reduce the burden of disease

Although there is a need to address the full range of  health problems 
affecting Africa, there is little doubt that the immediate priority must be to 
reduce the burden of  disease caused by AIDS and also by TB, malaria and 
childhood communicable diseases. The NEPAD disease control proposals 
are broadly aligned to existing international or continental initiatives and 
the commitments of  the action plans of  the Abuja Declarations on Malaria 
and on HIV/AIDS, TB and Other Related Infections and to securing the 
funding needed for their implementation. While considering this strategy’s 
focus on the health system elements of  prevention and control of  the 
health burden, the collaborative multi-sectoral effort required to address 
them fully must always be seen to be at the forefront of  efforts.

NEPAD envisages a massively scaled up AIDS prevention effort 
incorporating education, access to condoms, voluntary counselling 
and testing, treatment for sexually transmitted infections (STIs) and 
prevention of  mother-to-child transmission. Targeting of  those at high 
risk, such as sex workers, migrant workers and youth must be stepped 
up and prioritised. Care includes home-based care and care of  orphans, 
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improvements in quality of  life, treatment and prophylaxis of  opportunistic 
infection and use of  anti-retrovirals. As with other disease, effective care will 
require affordable drugs and strengthened health systems, including effective 
drug distribution, strengthened laboratory service and caring health 
staff. It also requires community action and empowered individuals and 
families.

Mobilise and effectively use sufficient sustainable resources

The individual and collective efforts of  African countries to battle the 
heavy burden of  disease and unnecessary death on the continent must 
entail the mobilisation of  substantial additional resources, both domestic 
and foreign. African governments and development partners alike 
must translate the international strategic adopted in the area of  health 
development into concrete financial commitments. Much less will, when 
distributed, be spread too thin to make the impact required. At the same 
time recipient and donor countries as well as international institutions and 
NEPAD must work together to make ODA more effective.

...

Emphasis must be placed on untied aid, aid effectiveness and the 
implementation of  monitoring and peer review mechanisms for mutual 
accountability. The international donor community must strive to 
streamline its approach to health funding through increased harmonisation 
and coherence of  donor policies and aid practices towards the achievement 
of  the Millennium Development Goals. The resources mobilised, including 
those of  the Global Fund to Fight AIDS, Tuberculosis and Malaria, must 
not just go into disease specific programmes but also into securing the 
vehicle that needs to provide much of  the specific prevention and care that 
has to be implemented – the health system. At the same time, the disease 
programmes must receive enough funds to match the scaling up that are 
required of  them.

NEPAD is committed to strengthening mechanisms in its member 
countries for accessing, allocating, distributing and managing additional 
sources of  funding. NEPAD countries recognise well that funding flows 
are in no small part going to be linked to their ability to effectively use 
and account for funds. Ministries of  Finance will need to pay particular 
attention to this in the health sector and to the capacity building required 
for effective and accountable use of  funds.
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Review question

Which other options outside TRIPS can you think of ?
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human righTs duTies To 
PromoTe access  
To medicines in 
Trade Policies

1 Introduction

States are required to adopt trade policies that promote access to medicines, 
amongst other things. Trade policies which are supportive of  strong IP 
regimes tend to distort measures aimed at realising the right to health, 
including most especially, those related to access to medicines. This 
deepens the rift between public health and the impact of  pharmaceutical 
patents on access to medicines. In the long run, the situation is akin to 
pitting profit against life. The realisation of  the right to health in Africa is 
facing and will likely continue to face challenges in the face of  bilateral, 
regional and global trade agreements, which constitute the major source 
of  trade policies. Under human rights law, States have a primary duty 
to protect human rights. Consequently, states must abstain from trade 
arrangements (international, regional or bilateral) ushering policies which 
conflict with their duty to respect, protect and fulfil the right to health, 
including the right to access to medicines (Box 6 below).

This chapter examines states’ duties to promote access to medicines 
against the backdrop of  the continued marginalisation of  the right to health 
in trade policies and arrangements and how such duties may be invoked 
under international human rights law to safeguard national health policies 
in order to ensure access to medicines in fulfilment of  the right. In fact, as 
mentioned previously, access to medicines is one of  the core obligations 
of  the right to health also considered a (separate) right in its own right (sui 
generis right) in some quarters. 

2 Centrality of the State in the enforcement of 
human rights1

Since the end of  the 20th century human rights norms have become 
fully internationalised. However, the implementation and enforcement 

1 This section is excerpted from P Pinheiro & D Baluarte (2000) ‘National strategies – 
human rights commissions, Ombudsmen, and national action plans’ (2000) Human 
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of  these norms remain almost completely national. The sovereign State, 
precisely because of  its political dominance in the contemporary world, is 
the central institution, the central mechanism by which the international 
community seeks to implement internationally recognised human rights. 
The State has a critical role to play if  national governments want to tackle 
gross human rights violations, poverty and the associated problems of  
lawless violence, racial and gender discrimination and obstacles to access 
to justice. Only States – as it was clearly stated in the Vienna Declaration 
and Program of  Action (1993) – can provide consistent national human 
rights programs to fight official abuse and impunity and to promote 
democracy, human development and conviviality. But in most regions of  
the globe, it must be recognised that there is a severe incompleteness of  
the State, especially in terms of  its legal dimension. This is particularly so 
in the arena of  socioeconomic rights. Leisinger notes that, ‘[t]he Nation 
State, supported by the international community, bears the primary 
responsibility for ensuring that the right to health is respected, protected, 
and fulfilled. These duties cannot (and should not) be delegated to any 
other organ of  society. Yet, today, health outcomes under the leadership 
of  States as primary duty bearers are ‘unacceptably low across much of  
the developing world’.2 Surprisingly, this tendency has often been justified 
by the fact that developing countries and LDCs are essentially poor and 
lack the necessary funds to fulfil health obligations. Emily Mok rightly 
says citing Hunt and Khosla in what seems to be a defence to developing 
states’ governments in this regard (and is a reality) that ‘[w]hile developing 
countries hold the ‘primary obligation’ for ensuring access to essential 
medicines within their jurisdiction, there are times when they might not 
have the necessary resources available to support such an effort’.3

However, human rights are not only achieved by States taking action 
to guarantee entitlements. During the last decades it became clear that 
the realisation of  human rights and the consolidation of  democracy 
require new forms of  interaction between the autonomous spheres of  civil 
society and the political institutions. The strengthening of  civil society 
organisations (CSOs) occurs simultaneously so as to reinforce institutions. 
When the centrality of  the State is affirmed, it is considering the centrality 
through the lens of  a multi-actor approach which promotes peoples 
empowerment, corporate accountability and international assistance, 

Development Report Background Paper 27-28.

2 K Leisinger ‘Corporate responsibilities for access to medicines’ (2008) Novartis 
Foundation for Sustainable Development www.novartisfoundation.org (accessed  
9 May 2011).

3 E Mok ‘International assistance and cooperation for access to essential medicines’ 
(2010) 12 Health & Human Rights 73-81. See Hunt & R Khosla ‘The human right to 
medicines’ (2008) 5(8) Sur-International Journal on Human Rights 101-121.
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among other equally important route to achieving human rights. The 
National Human Rights Institutions operate within the same paradigm as 
human rights CSOs.

3 Basis of State’s duties to promote access to 
medicines

The human rights duties of  States to ensure access to medicines in trade 
agreements stems from the right to health. 

3.1. Duties arising under human rights law

Since access to medicines has been recognised as implicating the right 
to health, ensuring access to medicines in trade policies invariably brings 
into play the right health. Whether a State has incorporated the right to 
health in its constitution or not, or does have a Bill of  Rights expressly 
recognising the right or not, the right is enforceable. At the international 
level, the human right to health is recognised and constitutionalised in 
numerous international human rights instruments and agendas. The 
human rights duty of  States under the right to health springs from the 
standard in the right. The starting point is article 12(1) of  the ICESCR: 
‘[…] States Parties […] recognize the right of  everyone to the enjoyment 
of  the highest attainable standard of  physical and mental health’. The 
preamble of  the WHO constitution also states that ‘[t]he enjoyment of  the 
highest attainable standard is one of  the fundamental rights human being 
without distinction of  race, colour, religion, political belief, economic or 
social condition...and is dependent upon the full cooperation of  individual 
states’.

In General Comment 14, the Committee ESCR reviewed the various 
international human rights treaties containing the right to health (Box 1 
below).

Box 1. The Committee ESCR in General Comment 14 (paragraph 
2)

...

2. Article 25.1 of  the Universal Declaration of  Human Rights affirms: 
‘Everyone 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 International 
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Covenant on Economic, Social and Cultural Rights provides the 
most comprehensive article on the right to health in international 
human rights law. In accordance with article 12.1 of  the Covenant, 
States parties recognize ‘the right of  everyone to the enjoyment of  
the highest attainable standard of  physical and mental health’, while 
article 12.2 enumerates, by way of  illustration, a number of  ‘steps 
to be taken by the States parties … to achieve the full realization of  
this right’. Additionally, the right to health is recognised, inter alia, in 
article 5 (e) (iv) of  the International Convention on the Elimination of  
All Forms of  Racial Discrimination of  1965, in articles 11.1 (f) and 12 
of  the Convention on the Elimination of  All Forms of  Discrimination 
against Women of  1979 and in article 24 of  the Convention on the 
Rights of  the Child of  1989. Several regional human rights instruments 
also recognize the right to health, such as the European Social Charter 
of  1961 as revised (article 11), the African Charter on Human and 
Peoples’ Rights of  1981 (article 16) and the ‘Additional Protocol to the 
American Convention on Human Rights in the Area of  Economic, 
Social and Cultural Rights of  1988 (article 10). Similarly, the right to 
health has been proclaimed by the Commission on Human Rights, as 
well as in the Vienna Declaration and Programme of  Action of  1993 
and other international instruments’.

…

The first step in the human rights duty of  States towards fulfilment of  
access to medicines via the right to health obligations in trade policies 
requires States to ratify the relevant international and regional human 
rights treaties dealing with the right to health, through their national 
constitutional processes. It is from the treaty standards that States’ 
duties could be read and the degree of  compliance assessed. The key 
international human rights treaty dealing with socioeconomic rights 
containing the right to health is the ICESCR. At the regional level, 
the key instrument is the ACHPR. However, as rightly submitted by 
Mushayavanhu, ratification is not enough; ‘there should be a thread of  
human rights practices in national laws, policies and services as a result 
of  domestication of  international obligations’. 4 States that are not parties 
to human rights treaties are equally required to give effect to the right to 

4 See D Mushayavanhu ‘The realisation of  access to HIV and AIDS-related medicines 
in Southern African countries: Possibilities and actual realisation of  international law 
obligations’ in F Viljoen & S Precious (eds) (2007) Human Rights under Threat: Four 
perspectives on HIV, AIDS and the law in Southern Africa 137.
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health. In other words, even if  a country has not yet ratified a treaty on 
socioeconomic rights and its constitution or national law does not make 
provision for the right to health, that does not mean that the country has 
no obligation to observe respect, protect and fulfil the right or promote 
its progressive realisation. Some socioeconomic rights are, by virtue of  
their central urgent nature and relation to the protection of  life and human 
dignity, self-executing. The fact that the ICESCR provides in article 2(1) 
that states should give effect to socioeconomic rights through their national 
constitutional processes is no reason for a state to stay idle in the absence 
of  such processes.5 The Vienna Convention on the Law of  Treaties is clear 
on this issue; it emphatically states that a state may not invoke its own 
national law to justify failure to perform a treaty.6

Besides, even where the right to health has not been expressly 
incorporated in national constitutions or Bills of  rights or even when they 
do, access to medicines can be implied. Significantly, the defunct MDG 
Gap Task Force addressed the relation between the defunct MDG issue 
of  access to medicines and the right to health in national constitutions by 
noting that: 

[…] the national constitutions define the fundamental political principles of  
a country and usually guarantee certain rights to their people. Health is a 
fundamental human right recognised in at least 135 national constitutions. 
Access to health care, including access to essential medicines, is a prerequisite 
for realizing that right. However, only five countries specifically recognize 
access to essential medicines and technologies as part of  the fulfilment of  the 
right to health.7

Indeed, the Task Force also noted that ‘Most national constitutions do 
not specifically recognize access to essential medicines or technologies as 
part of  the fulfilment of  the right to health’.8 However, where the right to 
health is not incorporated, it may comfortably be construed via the broad 
interpretation of  the right to life (Box 2). In fact, access to medications 
has been recognised as implicating both the right to life and the right to 

5 As above 38.

6 Art 27.

7 See S Marks ‘Access to essential medicines as a component of  the right to health’ 
in Health: A human rights perspective 82. See also WHO ‘Essential medicines: 
Definition’ http://www.who.int/medicines/services/essmedicines_def/en/ (accessed  
9 May 2011). See also MDG Gap Task Force Millennium Development Goal 8: Delivering 
on the Global Partnership for Achieving the Millennium Development Goals (2008) MDG Gap 
Task Force Report 42.

8 As above 82.
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health under international law.9 The UN Human Rights Committee has 
comfortably and unequivocally asserted this view. In the Committee’s 
view:

The expression “inherent right to life” cannot properly be understood in a 
restrictive manner, and the protection of  this right requires that States adopt 
positive measures. In this connection, the Committee considers that it would 
be desirable for States parties to take all possible measures to reduce infant 
mortality and to increase life expectancy, especially in adopting measures to 
eliminate malnutrition and epidemics.10

Common sense detects that measures to reduce infant mortality or to 
eliminate epidemics, for example, involve the use of  medicines. The 
Committee has therefore stated that the right to life ‘is the supreme right 
from which no derogation is permitted even in times of  public emergency 
which threatens the life of  the nation ... It is a right which should not be 
interpreted narrowly’.11

Box 2.  Case law examples of construction of the right to health 
via the right to life

Case: Cruz Bermudez et al v Ministry of  Health and Social Assistance, 
Supreme Court of  Venezuela (1999) 

Facts: More than 170 plaintiffs living with HIV/AIDS filed a constitutional 
writ against the Ministry of  Health, due to its failure to supply prescribed 
antiretroviral treatment. They alleged violations of  their rights to life, 
health, liberty and security, equality and benefits of  science and technology. 
The Venezuelan Constitution of  1961 enshrined, inter alia, the rights to 
life (article 58) and health (article 76).

Decision: Despite serious budgetary constraints on the Ministry of  
Health, the Supreme Court held that the government violated the right of  
health of  the plaintiffs. According to the Court, the Ministry had available 
legal mechanisms to seek additional funds for providing adequate medical 
treatment. The Ministry was ordered to provide free antiretroviral drugs, 

9 A Yamin ‘Not just a tragedy: Access to medications as a right under international law’ 
(2006) 21 Boston University International Law Journal 325.

10 Human Rights Committee (16th session 1982) General Comment 6, art 6 ‘Right to life’ 
para 5 (UN Doc HRI/GEN/1/Rev.1) at 6 (1994); HRI/GEN/1/Rev.9 (Vol I).

11 As above para 1.
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medications for opportunistic infections and diagnostic testing. The 
decision primarily focused on the right to health; however, it acknowledged 
that the rights to health and life are closely linked to the right to access to 
the benefits from science and technology. In addition, the Court held that 
the decision applied not only to the specific plaintiffs but also to all people 
living with HIV/AIDS in Venezuela.

Case: Edgar Carpio Castro Jofre Mendoza y otros v Ministry of  Health, 
Constitutional Court of  Ecuador (2004)

Facts: In 2002, up to 153 Ecuadorian nationals living with HIV/AIDS 
requested precautionary measures from the Inter-American Commission 
on Human Rights. They alleged, inter alia, that State health agencies failed 
to provide basic testing to determine the course of  the disease as well as 
adequate treatment. The Commission granted the plaintiffs precautionary 
measures and requested the State to provide the beneficiaries with the 
medical examination and treatment indispensable for their survival. As 
the Ecuadorian State failed to fully comply with these precautionary 
measures of  the Commission, four Ecuadorians living with HIV/AIDS 
filed a constitutional writ against the Public Health Ministry and the 
Director of  the HIV/AIDS National Program. They invoked, inter alia, 
violations of  their rights to life and health. The right to life is guaranteed in 
article 23 of  the Ecuadorian Constitution. The right to health is enshrined 
in the Ecuadorian Constitution (article 42 states: ‘The State guarantees 
the right to health, its promotion and protection,’ and article 43 states, 
‘Public health programmes, services and actions will be free for all’), the 
American Declaration of  the Rights and Duties of  Man (article XI) and 
the Protocol of  San Salvador (article 10).

Decision: The Constitutional Court found that the decision of  the 
Ministry of  Health to stop the provision of  anti-retroviral treatment for 
people living with HIV/AIDS amounted to a violation of  the rights to 
life and health. The lack of  anti-retroviral therapy jeopardized the life of  
the people living with HIV/AIDS. The Court acknowledged that, despite 
being an autonomous right, the right to health is a component of  the right 
to life. The Court concluded that the right to health is directly enforceable 
by the plaintiffs.

It should be recalled here that socioeconomic rights are programmatic 
rights, which imply that they are, in principle, not immediately 
enforceable but progressively, since they depend on States’ available 
resources. However, in General Comment 14 on the best attainable 
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standard of  health, the Committee ESCR observed that the standard 
of  progressive realisation under the ICESCR does not apply to the core 
obligations defined in paragraphs 43-45 of  the General Comment. These 
core obligations include access to health facilities, goods and services on 
a non-discriminatory basis. Access to health services includes access to 
medicines and, as such, access to medicines is not subject to progressive, 
but immediate realisation. 

The Montreal Statement on the Human Right to Essential Medicines 
has in turn emphasised that States have a core obligation to respect, protect 
and fulfil the rights under the ICESCR. This core obligation is not subject 
to the general standard of  progressive realisation of  socioeconomic rights 
but rather requires immediate and effective action (paragraph 4).

Box 3. Scope of ‘progressiveness’ in the realisation of 
socioeconomic rights 

In General Comment 14, the Committee ESCR warns that the progressive 
realisation of  socioeconomic rights does not obviate the substance of  
states parties obligations and they are not permitted to take deliberate 
retrogressive measures (paras 31 and 32). Thus, states shall have to be 
judged by their real available means and how they set their priorities in 
relation to those means irrespective of  their trade obligations with other 
parties. It would rather be in the interest of  states to put human rights 
interests at the centre of  trade negotiations, instead of  bypassing, neglecting 
or sacrificing the same in the interest of  trade. Indeed, the Committee 
has reiterated further that ‘States parties have a specific and continuing 
obligation to move as expeditiously and effectively as possible towards the 
full realization of  article 12’ [of  the ICESCR on the right to health] and 
that ‘If  any deliberately retrogressive measures are taken, the State party 
has the burden of  proving that they have been introduced after the most 
careful consideration of  all alternatives and that they are duly justified by 
reference to the totality of  the rights provided for in the Covenant in the 
context of  the full use of  the State party’s maximum available resources’ 
(paragraph 32). Besides, the Committee has observed that the standard 
of  progressive realisation of  socioeconomic rights does not apply to the 
core obligations defined under paragraphs 43-45 of  General Comment 
14. Principle 22 of  the Limburg Principles says for example that ‘[s]ome 
obligations under the Covenant require immediate implementation in full 
by all States Parties, such as the prohibition of  discrimination in article 
2(2) of  the Covenant’.
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Laws and regulations (resulting from trade agreements amongst 
others), which restrict access to medications by increasing prices – thereby 
decreasing access – would presumptively constitute a violation of  the state 
party’s obligations under the ICESCR. The Committee ESCR explicitly 
notes in paragraph 50 of  General Comment 14 that examples of  violations 
of  the duty to respect the right to health include ‘the failure of  the State 
to take into account its legal obligations regarding the right to health 
when entering into bilateral or multilateral agreements with other States, 
international organizations and other entities, such as multinational 
corporations’. In effect, General Comment 14 does not only define the 
scope of  States’ duties and the core obligation, but actually goes further 
to explain what constitutes violations thereof. The ICESCR (article 
2(1)) provides that States have the duty to take steps, individually and 
through international assistance and co-operation, especially economic 
and technical, to the maximum of  its available resources, with a view 
to achieving progressively, the full realisation of  the rights recognised 
under the covenant including legislative measures. Concerning legislative 
measures, TRIPS provides in article 8(1) that WTO members are free to 
take measures supportive of  public health. 

The UN Commission on Human Rights, Resolution 2003/29 on 
Access to Medicines in the Context of  Pandemics such as HIV/AIDS, 
Tuberculosis and Malaria calls on states to pursue policies in accordance 
with applicable international law, including international agreements 
acceded to, which promote the accessibility of  all persons without 
discrimination of  pharmaceutical products amongst others (paragraph 
4(b)). This means that on the basis of  international human rights law, 
States should not adopt or follow trade policies which are not in line with 
their health policies on access to medicines. 

In the Abuja Declaration on HIV/AIDS, Tuberculosis and other 
related infectious diseases (2001) African states unflinchingly committed 
themselves to set aside at least 15 per cent of  their annual budgets to 
respond to the health sector and that a reasonable portion would go to 
fight these pandemics (although it fast became a pun).

The Maastricht Guidelines on the Violation of  Socioeconomic 
Rights (Guideline 19) emphasises that the obligations of  States to protect 
socioeconomic rights extend to their participation in international 
organisations. However, they are required to use their influence to ensure 
that violations do not result from the programmes and policies of  such 
organisations (Box 4). 
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Box 4.  Maastricht guidelines on violations of economic, social 
and cultural rights, Maastricht, January 22-26, 1997

…

III Responsibility for violations

…

Acts by international organizations

19. The obligations of  States to protect economic, social and cultural rights 
extend also to their participation in international organizations, where 
they act collectively. It is particularly important for States to use their 
influence to ensure that violations do not result from the programmes 
and policies of  the organizations of  which they are members. It is 
crucial for the elimination of  violations of  economic, social and 
cultural rights for international organizations, including international 
financial institutions, to correct their policies and practices so that 
they do not result in deprivation of  economic, social and cultural 
rights. Member States of  such organizations, individually or through 
the governing bodies, as well as the secretariat and nongovernmental 
organizations should encourage and generalize the trend of  several 
such organizations to revise their policies and programmes to take 
into account issues of  economic, social and cultural rights, especially 
when these policies and programmes are implemented in countries 
that lack the resources to resist the pressure brought by international 
institutions on their decision-making affecting economic, social and 
cultural rights.

…

Likewise, in reminding states of  their obligations in the context of  
HIV/AIDS specifically, the Recommendations for the Implementation 
of  Guideline 6 of  the International Guidelines on HIV/AIDS and Human 
Rights 2006 Consolidated Version provides that ‘States should ensure that, 
in interpreting and implementing international agreements, domestic 
legislation incorporates to the fullest extent any safeguards and 
flexibilities therein that may be used to promote and ensure […] access 
to medicines[…]. States should review their international agreements 
(including on trade and investment) to ensure that these are consistent 
with treaties, legislation and policies designed to promote and protect all 
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human rights and, where those agreements impede access to prevention, 
treatment, care and support, should amend them as necessary’.12 The 
Recommendations further state that in their conduct in international 
forums and negotiations, States should take due account of  international 
norms, principles and standards relating to human rights. In particular, 
they should take account of  their obligations to respect, protect and 
fulfil rights related to health, as well as of  their commitments to provide 
international assistance and cooperation. States should also avoid taking 
measures that would undermine access to HIV prevention, treatment, 
care and support, including access to antiretroviral and other medicines, 
diagnostics and related technologies, either domestically or in other 
countries, and should ensure that medicine is never used as a tool for 
political pressure. Particular attention must be paid by all States to the 
needs and situations of  developing countries.

The then UN Commission on Human Rights also called upon all  
States: ‘To ensure that their actions as members of  international 
organizations take due account of  the right of  everyone to the enjoyment 
of  the highest attainable standard of  physical and mental health and 
that the application of  international agreements is supportive of  public 
health policies which promote broad access to safe, effective, and 
affordable preventive, curative and palliative pharmaceuticals and medical 
technologies’. (Resolution 2002/32 paragraph 6(b)).

In 2006, the Fifty-Ninth World Health Assembly adopted resolution 
WHA59.24 which urged Member States ‘to make global health and 
medicines a priority sector […]’ and ‘to encourage trade agreements to 
take into account the flexibilities contained in the Agreement on Trade-
Related Aspects of  Intellectual Property Rights and recognised by the 
Doha Ministerial Declaration on the TRIPS Agreement and Public 
Health’. According to the UN Special Rapporteur on the right of  everyone 

12  Joint UN Programme on HIV/AIDS (UNAIDS) (2006) International guidelines on HIV/
AIDS and human rights 2006 consolidated version (HR/PUB/06/9 UN PUBLICATION 
Sales No E.06.XIV.4) Geneva: UNAIDS pp 38-48. Guideline 6 (as revised in 2002) 
provides:
States should enact legislation to provide for the regulation of  HIV-related goods, 
services and information, so as to ensure widespread availability of  quality prevention 
measures and services, adequate HIV prevention and care information, and safe and 
effective medication at an affordable price. 
States should also take measures necessary to ensure for all persons, on a sustained and 
equal basis, the availability and accessibility of  quality goods, services and information 
for HIV prevention, treatment, care and support, including antiretroviral and other 
safe and effective medicines, diagnostics and related technologies for preventive, 
curative and palliative care of  HIV and related opportunistic infections and conditions. 
States should take such measures at both the domestic and international levels, with 
particular attention to vulnerable individuals and populations. 
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to the enjoyment of  the highest attainable standard of  physical and mental 
health, developed and developing States should ensure, when negotiating 
bilateral or regional trade agreements, that they include safeguards 
recognising the right and duty of  countries to adopt measures to protect 
human life, health and the right to health.13

In a 2009 Resolution on access to medicines in the context of  the 
core standard of  right to health – enjoyment of  the highest attainable 
standard of  physical and mental health – the UN Human Rights Council 
(which replaced the Human Rigs commission), calls upon States, at the 
international level, ‘to take steps, individually and/or through international 
cooperation, in accordance with applicable international law, including 
international agreements, to ensure that their actions as members of  
international organizations take into due account the right of  everyone to 
the enjoyment of  the highest attainable standard of  physical and mental 
health, and that the application of  international agreements is supportive 
of  public health policies that promote broad access to safe, effective and 
affordable medicines’.14 The Resolution further encourages all States to 
apply measures and procedures for enforcing intellectual property rights 
in such a manner as to avoid creating barriers to the legitimate trade 
of  medicines, and to provide for safeguards against the abuse of  such 
measures and procedures’.15

Goals 4, 5 and 6 of  the defunct MDGs, dealt with the reduction of  
mortality, improving maternal health and combating HIV/AIDS, malaria 
and other diseases respectively. This has been transmitted in the new SDGs 
3, notably in paragraph 3.b which refers to access to medicines generally, 
irrespective of  any particular disease. This shows States continued 
commitment at improving the public health through access to medicines. 

The Resolution of  the African Commission on Access to Health 
and needed Medicines in Africa (ACHPR/Res.141 (XXXXIIII) 08) 
urges States to guarantee the full scope of  access to medicines including 
availability, accessibility, acceptability and quality.

13 UN Special Rapporteur on the right of  everyone to the enjoyment of  the highest 
attainable standard of  physical and mental health. Report to the UN Commission on 
Human Rights, Mission to Mozambique (4 January 2005) New York: United Nations 
2005 (E/CN.4/2005/51/Add.2).

14 Human Rights Council, Promotion and Protection of  All Human Rights, Civil, 
Political, Economic, Social and Cultural Rights, Including the Right to Development, 
Res. 12/24. Access to medicine in the context of  the right of  everyone to the enjoyment of  
the highest attainable standard of  physical and mental health, Twelfth session A/HRC/
RES/12/24 12 October 2009, para 3.

15 As above para 6.
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The Limburg Principles on the Implementation of  the International 
Covenant on Economic, Social and Cultural obligate States Parties to the 
ICESCR to fulfil the obligations they have accepted under the Covenant 
in good faith (principle 7) and that there is no single road to the full 
realisation of  the rights thereunder (principle 6). The principles explain 
that while the full realisation of  the rights recognised in the Covenant is 
to be attained progressively, the application of  some rights can be made 
justiciable immediately while other rights can become justiciable overtime 
(principle 8). This is not saying that some human rights are more important 
than others but just that, by the very nature of  some rights, and in relation 
to the others, they warrant immediate attention because the realisation of  
other rights would depend on their prior realisation. In other words, on the 
basis of  the principle of  proportionality, the realisation of  some rights is 
dependent on the initial realisation of  some other(s). Thus, if  one’s right to 
health is not fulfilled, her right to work or right to vote cannot be realised 
either. 

Box 5. Covenant on economic, social and cultural rights (UN 
Document E/CN.4/1987/17)

…

B.  Interpretative principles specifically relating to Part II of 
the Covenant

Article 2(1): ‘to take steps […] by all appropriate means, including particularly 
the adoption of  legislation’

…

18. Legislative measures alone are not sufficient to fulfil the obligations of  
the Covenant. It should he noted, however, that article 2(1) would often 
require legislative action to be taken in cases where existing legislation 
is in violation of  the obligations assumed under the Covenant.

19. States Parties shall provide for effective remedies including, where 
appropriate, judicial remedies.

20. The appropriateness of  the means to be applied in a particular State 
shall be determined by that State Party, and shall be subject to review 
by the UN Economic and Social Council, with the assistance of  the 
Committee. Such review shall be without prejudice to the competence 
of  the other organs established pursuant to the Charter of  the United 
Nations.
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…

The Montréal Statement on the Human Right to Essential Medicines 
considers that trade policies should rather be used to safeguard access 
to medicines, including facilitating the use of  IP flexibilities and not 
the contrary. The Statement emphasises that ‘States are entitled and 
obliged to take all reasonable and feasible steps to enable access to 
essential medicines, including adopting trade practices and using trade 
flexibilities and safeguards, such as compulsory licensing and parallel 
importing’. It further advises that ‘all States must abstain from measures 
– including political interference and trade pressures – that hamper the 
implementation of  such flexibilities and safeguards, or otherwise impede 
access to medicines’ (paragraph 11). 

The bases of  States’ human rights duties in trade policies not to 
frustrate the right to health via access to medicines can be established from 
manifold sources as seen in the above discussions. However, the lingering 
issue is whether enforcement can be achieved through justiciability 
before the law courts. Referring to the Limburg Principles in relation to 
socioeconomic rights broadly, Wieruszewski only narrowly accepts this 
is possibility: 

It is equally obvious that a number of  economic and social needs, in spite 
of  their fundamental character, cannot be expressed as justiciable rights. 
Therefore, when discussing the methods of  implementation, we should 
not restrict ourselves to judicial methods. Effectiveness of  implementation 
methods should not be associated entirely with judicial means.16

It should be noted, however, that the enforcement of  socioeconomic 
rights is not solely based on justiciability as the decisive factor. As a 
matter of  fact, both judicial remedies as well as non-judicial remedies are 
applicable depending on the nature of  socioeconomic rights involved. 
Thus, socioeconomic rights do not have the same nature as to warrant 
the blanket remedy and oft-referenced remedy – judicial. However, David 
Martin tenders a corrective to the reading of  the Limburg principles in 
relation to Wieruszewski’s approach thus:17

16 R Wieruszewski ‘Some comments concerning the concept of  economic and social 
rights’ in EK Drzewicki et al (eds) Social rights as human rights: A European challenge 
(1994) 69.

17 See D Martin ‘The limburg principles turn ten: An impact assessment’ 5 http://www.
uu.nl/faculty/leg/NL/organisatie/departementen/departementrechtsgeleerdheid/
organisatie/onderdelen/studieeninformatiecentrummensenrechten/publicaties/
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What Wieruszewski appears to overlook, however, is that the drafters of  
the Principles were careful to qualify their call for justiciability of  rights, 
and clearly noted the need for other means of  implementation as well. For 
example, Principle 19 calls for State Parties to “provide for effective remedies 
including, where appropriate, judicial remedies” […] and principle 17 calls for 
“appropriate means including legislative, administrative, judicial, economic, 
social and educational measures, consistent with the nature of  the rights in 
order to fulfil [parties’] obligations under the Covenant”.

3.2 Duties arising under IP law

States can actually use openings in the IP regime to enhance access to 
medicines, if  used or interpreted judiciously, as the case may be, in a 
pro-public health manner. Consequently, beyond the duties arising under 
human rights instruments, States can and should avail themselves of  the 
TRIPS flexibilities clarified in the Doha Declaration and article TRIPS 
31bis to ensure access to medicines for all. The UN SDG 3.b discussed 
in chapter 5, lays emphases on this point no less than the 2006 resolution 
of  the Fifty-Ninth World Health Assembly discussed earlier on in this 
chapter. The flexibilities include, most especially, compulsory licensing, 
parallel importations, negotiations for a voluntary licence, and recognised 
exceptions to exclusive patent rights.

In General Comment 17 the Committee ESCR emphasised that IPRs 
are only instrumental in protecting human rights. States have a duty to 
take action to ensure that the IP regimes lead to the progressive realisation 
of  all rights, including the right to health. The Committee warned that 
States should:

[…] ensure that their intellectual property regimes constitute no impediment 
of  their ability to comply with their core obligations in relation to the right to 
health […] States thus have a duty to prevent that unreasonably high license 
fees or royalties for access to essential medicines […] undermine the right […] 
of  large segments of  the population to health […].18

This should not only be read in terms of  IP regimes but from the 
standpoint of  the WTO trading system as a whole which has codified IP 
standards for member countries, as well as bilateral trading arrangements 

simspecials/20/Documents/20-09.pdf  (accessed 15 August 2012). 

18 Committee on Economic, Social and Cultural Rights, General Comment 17 on the 
right of  every one to benefit from the protection of  the moral and material interests 
resulting from any scientific, literary or artistic production of  which he or she is the 
author (UN doc.E/C.12/GC/17 12 January 2006) para 35.
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(notably FTAs) as well as regional/subregional trading systems which are 
supportive of  strong IP regimes. Indeed, the Committee ESCR has taken 
a radical stance against patent rights when they are in conflict with human 
rights in General Comment 17:

States parties should prevent the use of  scientific and technical progress for 
purposes contrary to human rights and dignity, including the rights to life, 
health and privacy, eg by excluding inventions from patentability whenever 
their commercialization would jeopardize the full realization of  these rights.19

4 Scope of states’ duty to ensure access to medicines

It is clear that States have a duty to have the right to health fully realised 
in all its components including access to medicines, in all policies directly 
or indirectly having a bearing on health. As seen in the beginning of  this 
chapter, States have a three-fold duty respect, protect and fulfil the right to 
health in all its components in their domestic settings even if  national 
constitutions neither expressly incorporate the right nor its immediate 
implementation or its judicial enforcement. In terms of  the component 
of  access to medicines particularly, States have the duty to ensure the 
availability, affordability and quality of  medicines. While General 
Comment 14 explains the three-fold duty with respect to socioeconomic 
rights generally, Davinia Ovett has clearly specifically explained this duty 
in relation to trade policies and access to medicines (Box 6).

Trade rules promote some rights such as the right to food. However, 
trade rules incorporating stiff  IP protection standards (TRIPSplus) impede 
access to medicines as seen in chapter 8. Yet, human rights are indivisible 
and interrelated. As such the fulfilment of  one right should not lead to 
the violation of  the other. The realisation of  one human right implicitly 
involves the other especially if  one were to consider core rights such as 
to life or the right to health. In General Comment 14, the Committee 
ESCR unequivocally said that ‘[h]ealth is a fundamental human right 
indispensable for the exercise of  other human rights’. It continued that: 

The right to health is closely related to and dependent upon the realization 
of  other human rights, as contained in the International Bill of  Rights, 
including the rights to food, housing, work, education, human dignity, life, 
non-discrimination, equality, the prohibition against torture, privacy, access 
to information, and the freedoms of  association, assembly and movement. 

19 Para 35. See also Human Rights Committee, General Comment 18, para 35.
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These and other rights and freedoms address integral components of  the right 
to health.20

Hence, states’ duty is to strike the balance between trade interests and 
human rights, making sure all the same that, where necessary, public 
health standards should have a primacy over trade interests as discussed 
below when it comes to access to medicines in less developed countries.

Box 6.  Considering access to medicines duties in trade policies

(D Ovett ‘Making Trade Policies More Accountable and Human Rights-
Consistent: A NGO Perspective of  Using Human Rights Instruments in 
the Case of  Access to Medicines’ 11)

…

Although the right to health can be realised progressively over a period of  
time, the State has an immediate obligation to take ‘deliberate, concrete 
and targeted’ steps towards the full realisation of  the right to health. 
These include measures to respect, protect and fulfil their obligations. The 
requirement to respect means that States should refrain from interfering 
with the enjoyment of  the right to health. This could be interpreted as 
meaning that States should not sign on to TRIPS-plus rules that would 
limit access to affordable medicines. The obligation to protect requires 
States to adopt measures that will prevent third parties from threatening 
the enjoyment of  the right to health. This may include the State taking 
measures to ensure that third parties, such as the pharmaceutical industry, 
do not adversely affect the cost of  medicines by imposing high prices. 
Finally, the obligation to fulfil requires the State to implement national 
policies and legislative measures that ensures the realisation of  the right to 
health. This could involve the implementation and use of  the mechanisms 
such as compulsory licences or parallel imports to ensure access to 
affordable medicines for all. 

… [t]he right to health also includes the obligation on States not to take 
steps that constitute retrogression from realisation of  the right. The State 
has the burden of  proving whether these measures were introduced after 
careful consideration. This imposes an obligation on States to undertake 
human rights impact assessments of  the TRIPS-plus rules in bilateral and 
regional trade agreements before they sign on to them, in order to ensure 

20 Para 3.
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that they do not pass measures that violate the right to health. This has 
recently been reaffirmed by the CHR Resolution on access to medicines 
which ‘calls upon States to conduct an impact assessment of  the effects 
of  international trade agreements with regard to public health and to the 
progressive realization of  the right of  everyone to the highest attainable 
standard of  health’.

…

States are therefore accountable for the fulfilment of  their duty to ensure 
that trade polices they draft or trade arrangements they enter into respect 
human rights, notably the right to access to medicines via the broad right 
to health. Default in this regard is the basis upon which courts can and 
should hold States liable for failing to meet the requisite standards in this 
duty deducible from General Comment 14 of  the Committee ESCR. The 
duty of  the courts, on their part, is to ensure the respect of  the constitutions 
and rights enshrined therein, including the Bill of  Rights, as the case may 
be, so that trade rules do not override them.

5 Bartering: Medicines for trade or trade for 
medicines?

The veritable question one may ask here is, when there are conflicting 
interests between human rights standards and trade rules, which should 
prevail? In practical terms and in essence, human rights duties have to 
prevail for the simple reason that whatever the pursuits of  trade, its final 
objective is to largely benefit traders and ultimate consumers. There is an 
inseparable link between trade and human rights in a globalised trading 
world, where the human being is at the centre of  trade interests. In relation 
to the question above, however, human rights do not necessarily prevail in 
practical terms, and the human rights agenda itself  has not really helped 
the situation. The common rhetoric that socioeconomic rights are non-
immediate and non-justiciable rights in many African jurisdictions is 
telling. This has helped to widen the dichotomy between civil and political 
rights, which are immediate and justiciable. However, it has also been seen 
that the right to health has core obligations including access to medicines 
that require immediate realisation.21

Also on the basis of  the principle of  proportionality of  human rights, 
although all human rights are equal, indivisible and interdependent, some 

21 See Committee ESCR General Comment 14 pp 35-40.
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should be curtailed in relation to the implementation of  others. It should 
be noted that in General Comment 17 on article 15(1)(c) of  the ICESCR 
(paragraph 45) while explaining the scope of  the duty to protect the rights of  
authors, the Committee ESCR mentions acts of  commission by the State 
such as the formal repeal of  legislation protecting the moral and material 
interests resulting from one’s scientific, literary and artistic productions. 
This means that in the IP/trade versus human rights struggle, patent/
trade rights/interests should be subjected to the right to health. In other 
words, States should give priority to human rights over trade interests in 
their national health policies. This would be in conformity with article 8.1 
TRIPS and paragraph 4 of  the Doha Declaration. 

6 Possible solutions 

Trade and public health are certainly two distinct areas with different 
pursuits and interests. Like IP, trade is a private good (profit based and 
excludable) while health is public good (gratuitous and non-excludable). 
However, in the access to medicines context, the right to health and trade 
are not options or alternatives; one complements the other. Even when 
they seem to be having competing interests, public health should have 
primacy over trade interests when it comes to access to medicines in Africa 
as in other less developed areas on the globe. Trade is the follow-up of  IP 
since it is a medium or mechanism through which IP products (medicines 
in this case) could be made available to the public (by sale). Thus, trade is a 
means of  ensuring access to medicines. Thus, Obijiofor maintains that it is 
not a matter of  choice ‘life versus profit’ in what he refers to as the ‘trade-
related human rights violations’22 debate. Some concrete proposals to 
square the balance between the right to health in Africa and trade interests 
could be summarised as follows (other options have been considered in 
chapter 9 on alternatives to TRIPS flexibilities): 

1. The first is a technical issue that grounds any action by African 
countries as a normative basis for pursuing access to medicines 
policies. Even where African countries have not consitutionalised 
the right to health as a justiciable human right, they can interpret 
its operative and immediate remediation in right to life, on the basis 
of  inviolability, interdependency and indivisibility of  the human 
rights whole. This means that access to medicines ‘must be judicially 
construed in African States as an integral part of  the right to life 
discourse and activism within the constitutions of  African States and 

22 A Obijiofor ‘The right to the ‘highest attainable standard of  health’: Trade agreements 
and the right to health’ in A Yusuf  (ed) (2008) African Yearbook of  International Law 228.
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even regionally within the African Charter on Human and Peoples’ 
Rights’.23

2. Where an African country is not party to the ICESCR, its mere 
membership in the WHO serves as a basis for remedying the right 
on the basis of  the international standard contained in human rights 
treaties – the highest attainable standard of  health. South Africa, for 
example, is in this situation and the jurisprudence of  its highest court, 
the Constitutional Court, has formulated this approach in pushing 
the state to fulfil the right to health. In S v Amakwanyane (1995) the 
Court said that on the basis of  Public International Law, international 
human rights treaties and international law itself  may be invoked 
to interpret constitutional human rights provisions.To this end, 
the jurisprudence of  international and regional bodies such as UN 
Human Rights Commission, the European Court of  Human Rights 
and the like, as well as reports of  specialised agencies such as the ILO 
on the question may provide interpretive guidance. It should be noted 
that the case of  South Africa is peculiar in that its constitutional Bill 
of  Rights incorporates the right to health as a legally enforceable right 
before the courts.

3. Where the State is reluctant to remedy violations of  access to medicines 
situations, NGOs can do so. The Commission on IP has noted that  
‘[t]here is concern about the perceived problem of  certain NGOs 
acting as ‘proxy representatives’ for the governments of  developing 
countries in international dialogue. But others rather point to the 
fact that developing countries are, or should be, selective in seeking 
assistance from NGOs’. However, the Commission concludes that  
‘[w]hatever forms such support may take, it is important that 
developing countries are enabled and assisted to identify and put 
forward their own interests […]’ and that ‘[…] developing countries 
will be best served by having a diversity of  resources on which they 
can draw to assist them in making IP policy and participating in 
negotiations’.

4. While NGOs can litigate on behalf  of  the State, they can also serve 
as a sledge hammer against the State for violations of  human rights, 
and institute litigation or be at the forefront of  litigation against a 
defaulting State as they have been doing in South African and Nigeria, 
for example. NGOs in the domain of  human rights generally have 
resources to institute proceedings against defaulting States before 
national and international human rights mechanisms. The SERAC v 
Nigeria and TAC v Ministry of  Health cases are examples. 

5. Trade regimes supportive of  stiff  IP regimes which undermine pro-
public health policies, including access to medicines, should not be 

23 As above.
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entertained by African States. African States must adopt a policy of  
coherence across different ministerial departments, especially health 
and trade, to ensure that there is consensus and focus on access to 
national medicines policies, through what Obijiofor calls ‘human 
rights impact assessment’.24 This would ensure that trade does not 
defeat or override public health and the right to health by impeding 
access to medicines.

6. African countries having the capacity to produce medicines should 
follow the Brazilian or Indian example. They should negotiate 
technology transfer and promote capacity where these are lacking 
(Box 7). They should produce generic medicines for diseases 
including neglected diseases presently ravaging the continent. In this 
respect, Atangcho Akonumbo advocates a symbiosis between African 
countries (instead of  each of  them proceeding on an individual basis), 
for example, through the existing sub-regional IP groupings on the 
continent – OAPI and ARIPO. Subsequently, the two regions may 
conjugate efforts to establish a huge production pool. Cooperation 
should involve R&D in the development of  new and more effective 
medicines. Paragraph 7 of  the UN Commission on Human Rights, 
Resolution 2003/29 on Access to Medicines in the Context of  
Pandemics such as HIV/AIDS, Tuberculosis and Malaria cautions 
such moves. After all, the WHO standard of  health contained in human 
rights treaties exhorts States to cooperate in achieving realisation of  
the right to health in line with article 2(1) of  the ICESCR. 

Box 7.  Examples of good practices

Developing countries should be more confident about negotiating for 
technology transfer and more national capacity building to participate 
directly in R&D. Examples of  innovative approaches include the DNDi 
approach to partnering with research institutes in developing countries, 
the cooperative effort between the Universities of  Nairobi and Oxford on 
AIDS vaccines trials; the Kenya Medical Research Institute’s partnering 
with GlaxoSmithKline and the University of  Liverpool on the development 
of  a new antimalarial; the Merck Vaccine Network Africa training centre 
at Moi University in Kenya; Merck’s partnership with the Harvard AIDS 
Program in the Enhancing Care Initiative to build infrastructure for vaccine 
delivery; and the Pfizer partnership with Makerere University in Uganda 
and the University of  Utah. Even in countries with very limited resources, 
some steps can and must be taken to formulate a national research policy 
and provide the funding and infrastructure needed to implement it, 

24 As above 235.
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either independently or in collaboration with foreign, regional, or global 
institutions (UN Millennium Project).

7. The UN Commission on Human Rights, Resolution 2003/29 on 
Access to Medicines in the Context of  Pandemics such as HIV/
AIDS, Tuberculosis and Malaria calls on States to pursue polices in 
accordance with applicable international law, including international 
agreements acceded to, which promote the accessibility of  all persons 
without discrimination of  pharmaceutical products amongst others.25 
This means that on the basis of  international human rights law, States 
should not adopt or follow trade policies that are not in line with their 
public health policies on access to medicines. 

25 Para 4(b).
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Annexures

Annexure 1

Committee on Economic, Social and Cultural Rights, General Comment 3, 
The nature of  States parties obligations (article 2, para.1 of  the Covenant) 
(Fifth session, 1990)

1. Article 2 is of  particular importance to a full understanding of  the 
Covenant and must be seen as having a dynamic relationship with all 
of  the other provisions of  the Covenant. It describes the nature of  the 
general legal obligations undertaken by States parties to the Covenant. 
Those obligations include both what may be termed (following the 
work of  the International Law Commission) obligations of  conduct 
and obligations of  result. While great emphasis has sometimes been 
placed on the difference between the formulations used in this provision 
and that contained in the equivalent article 2 of  the International 
Covenant on Civil and Political Rights, it is not always recognised 
that there are also significant similarities. In particular, while the 
Covenant provides for progressive realization and acknowledges the 
constraints due to the limits of  available resources, it also imposes 
various obligations which are of  immediate effect. Of  these, two are 
of  particular importance in understanding the precise nature of  States 
parties obligations. One of  these, which is dealt with in a separate 
General Comment, and which is to be considered by the Committee 
at its sixth session, is the “undertaking to guarantee” that relevant 
rights “will be exercised without discrimination ...”. 

2. The other is the undertaking in article 2 (1) “to take steps”, which 
in itself, is not qualified or limited by other considerations. The full 
meaning of  the phrase can also be gauged by noting some of  the 
different language versions. In English the undertaking is “to take 
steps”, in French it is “to act” (“s’engage … agir”) and in Spanish 
it is “to adopt measures” (“a adoptar medidas”). Thus while the 
full realization of  the relevant rights may be achieved progressively, 
steps towards that goal must be taken within a reasonably short time 
after the Covenant’s entry into force for the States concerned. Such 
steps should be deliberate, concrete and targeted as clearly as possible 
towards meeting the obligations recognised in the Covenant. 

3. The means which should be used in order to satisfy the obligation 
to take steps are stated in article 2 (1) to be “all appropriate means, 
including particularly the adoption of  legislative measures”. The 
Committee recognizes that in many instances legislation is highly 
desirable and in some cases may even be indispensable. For example, 
it may be difficult to combat discrimination effectively in the absence 
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of  a sound legislative foundation for the necessary measures. In fields 
such as health, the protection of  children and mothers, and education, 
as well as in respect of  the matters dealt with in articles 6 to 9, 
legislation may also be an indispensable element for many purposes. 

4. The Committee notes that States parties have generally been 
conscientious in detailing at least some of  the legislative measures 
that they have taken in this regard. It wishes to emphasize, however, 
that the adoption of  legislative measures, as specifically foreseen by 
the Covenant, is by no means exhaustive of  the obligations of  States 
parties. Rather, the phrase “by all appropriate means” must be given 
its full and natural meaning. While each State party must decide for 
itself  which means are the most appropriate under the circumstances 
with respect to each of  the rights, the “appropriateness” of  the means 
chosen will not always be self-evident. It is therefore desirable that 
States parties’ reports should indicate not only the measures that have 
been taken but also the basis on which they are considered to be the 
most “appropriate” under the circumstances. However, the ultimate 
determination as to whether all appropriate measures have been taken 
remains one for the Committee to make. 

5. Among the measures which might be considered appropriate, in 
addition to legislation, is the provision of  judicial remedies with respect 
to rights which may, in accordance with the national legal system, be 
considered justiciable. The Committee notes, for example, that the 
enjoyment of  the rights recognised, without discrimination, will often 
be appropriately promoted, in part, through the provision of  judicial 
or other effective remedies. Indeed, those States parties which are also 
parties to the International Covenant on Civil and Political Rights 
are already obligated (by virtue of  arts. 2 (paras. 1 and 3), 3 and 26) 
of  that Covenant to ensure that any person whose rights or freedoms 
(including the right to equality and non-discrimination) recognised in 
that Covenant are violated, “shall have an effective remedy” (article 
2(3) (a)). In addition, there are a number of  other provisions in the 
International Covenant on Economic, Social and Cultural Rights, 
including articles 3, 7(a) (i), 8, 10(3), 13(2) (a), (3) and (4) and 15(3) 
which would seem to be capable of  immediate application by judicial 
and other organs in many national legal systems. Any suggestion that 
the provisions indicated are inherently non-self-executing would seem 
to be difficult to sustain. 

6. Where specific policies aimed directly at the realization of  the rights 
recognised in the Covenant have been adopted in legislative form, the 
Committee would wish to be informed, inter alia, as to whether such 
laws create any right of  action on behalf  of  individuals or groups 
who feel that their rights are not being fully realized. In cases where 
constitutional recognition has been accorded to specific economic, 
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social and cultural rights, or where the provisions of  the Covenant 
have been incorporated directly into national law, the Committee 
would wish to receive information as to the extent to which these rights 
are considered to be justiciable (able to be invoked before the courts). 
The Committee would also wish to receive specific information as 
to any instances in which existing constitutional provisions relating 
to economic, social and cultural rights have been weakened or 
significantly changed. 

7. Other measures which may also be considered “appropriate” for the 
purposes of  article 2 (1) include, but are not limited to, administrative, 
financial, educational and social measures. 

8. The Committee notes that the undertaking “to take steps ... by all 
appropriate means including particularly the adoption of  legislative 
measures” neither requires nor precludes any particular form of  
government or economic system being used as the vehicle for the steps 
in question, provided only that it is democratic and that all human 
rights are thereby respected. Thus, in terms of  political and economic 
systems the Covenant is neutral and its principles cannot accurately 
be described as being predicated exclusively upon the need for, or the 
desirability of  a socialist or a capitalist system, or a mixed, centrally 
planned, or laisser-faire economy, or upon any other particular 
approach. In this regard, the Committee reaffirms that the rights 
recognised in the Covenant are susceptible of  realization within the 
context of  a wide variety of  economic and political systems, provided 
only that the interdependence and indivisibility of  the two sets of  
human rights, as affirmed inter alia in the preamble to the Covenant, 
is recognised and reflected in the system in question. The Committee 
also notes the relevance in this regard of  other human rights and in 
particular the right to development. 

9. The principal obligation of  result reflected in article 2 (1) is to take 
steps “with a view to achieving progressively the full realization 
of  the rights recognised” in the Covenant. The term “progressive 
realization” is often used to describe the intent of  this phrase. The 
concept of  progressive realization constitutes a recognition of  the fact 
that full realization of  all economic, social and cultural rights will 
generally not be able to be achieved in a short period of  time. In this 
sense the obligation differs significantly from that contained in article 
2 of  the International Covenant on Civil and Political Rights which 
embodies an immediate obligation to respect and ensure all of  the 
relevant rights. Nevertheless, the fact that realization over time, or 
in other words progressively, is foreseen under the Covenant should 
not be misinterpreted as depriving the obligation of  all meaningful 
content. It is on the one hand a necessary flexibility device, reflecting 
the realities of  the real world and the difficulties involved for any 
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country in ensuring full realization of  economic, social and cultural 
rights. On the other hand, the phrase must be read in the light of  the 
overall objective, indeed the raison d’être, of  the Covenant which is 
to establish clear obligations for States parties in respect of  the full 
realization of  the rights in question. It thus imposes an obligation to 
move as expeditiously and effectively as possible towards that goal. 
Moreover, any deliberately retrogressive measures in that regard 
would require the most careful consideration and would need to be 
fully justified by reference to the totality of  the rights provided for 
in the Covenant and in the context of  the full use of  the maximum 
available resources. 

10. On the basis of  the extensive experience gained by the Committee, 
as well as by the body that preceded it, over a period of  more than 
a decade of  examining States parties’ reports the Committee is of  
the view that a minimum core obligation to ensure the satisfaction 
of, at the very least, minimum essential levels of  each of  the rights is 
incumbent upon every State party. Thus, for example, a State party in 
which any significant number of  individuals is deprived of  essential 
foodstuffs, of  essential primary health care, of  basic shelter and 
housing, or of  the most basic forms of  education is, prima facie, failing 
to discharge its obligations under the Covenant. If  the Covenant were 
to be read in such a way as not to establish such a minimum core 
obligation, it would be largely deprived of  its raison d’être. By the 
same token, it must be noted that any assessment as to whether a State 
has discharged its minimum core obligation must also take account of  
resource constraints applying within the country concerned. Article 
2(1) obligates each State party to take the necessary steps “to the 
maximum of  its available resources”. In order for a State party to be 
able to attribute its failure to meet at least its minimum core obligations 
to a lack of  available resources it 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. 

11. The Committee wishes to emphasize, however, that even where 
the available resources are demonstrably inadequate, the obligation 
remains for a State party to strive to ensure the widest possible 
enjoyment of  the relevant rights under the prevailing circumstances. 
Moreover, the obligations to monitor the extent of  the realization, 
or more especially of  the non-realization, of  economic, social and 
cultural rights, and to devise strategies and programmes for their 
promotion, are not in any way eliminated as a result of  resource 
constraints. The Committee has already dealt with these issues in its 
General Comment 1 (1989). 

12. Similarly, the Committee underlines the fact that even in times 
of  severe resources constraints whether caused by a process of  
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adjustment, of  economic recession, or by other factors the vulnerable 
members of  society can and indeed must be protected by the 
adoption of  relatively low-cost targeted programmes. In support of  
this approach the Committee takes note of  the analysis prepared by 
UNICEF entitled “Adjustment with a human face: protecting the 
vulnerable and promoting growth, [a] the analysis by UNDP in its 
Human Development Report 1990 [b] and the analysis by the World 
Bank in the World Development Report 1990. [c] 

13. A final element of  article 2 (1), to which attention must be drawn, 
is that the undertaking given by all States parties is “to take steps, 
individually and through international assistance and cooperation, 
especially economic and technical ...”. The Committee notes that the 
phrase “to the maximum of  its available resources” was intended by 
the drafters of  the Covenant to refer to both the resources existing 
within a State and those available from the international community 
through international cooperation and assistance. Moreover, the 
essential role of  such cooperation in facilitating the full realization 
of  the relevant rights is further underlined by the specific provisions 
contained in articles 11, 15, 22 and 23. With respect to article 22 
the Committee has already drawn attention, in General Comment 
2 (1990), to some of  the opportunities and responsibilities that exist 
in relation to international cooperation. Article 23 also specifically 
identifies “the furnishing of  technical assistance” as well as other 
activities, as being among the means of  “international action for the 
achievement of  the rights recognised ...”. 

14. The Committee wishes to emphasize that in accordance with 
articles 55 and 56 of  the Charter of  the United Nations, with well-
established principles of  international law, and with the provisions of  
the Covenant itself, international cooperation for development and 
thus for the realization of  economic, social and cultural rights is an 
obligation of  all States. It is particularly incumbent upon those States 
which are in a position to assist others in this regard. The Committee 
notes in particular the importance of  the Declaration on the Right 
to Development adopted by the General Assembly in its resolution 
41/128 of  4 December 1986 and the need for States parties to take full 
account of  all of  the principles recognised therein. It emphasizes that, 
in the absence of  an active programme of  international assistance and 
cooperation on the part of  all those States that are in a position to 
undertake one, the full realization of  economic, social and cultural 
rights will remain an unfulfilled aspiration in many countries. In this 
respect, the Committee also recalls the terms of  its General Comment 
2 (1990). 
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Annexure 2

CESCR General Comment 14: The Right to the Highest Attainable Standard 
of  Health (article 12) Adopted at the Twenty-second Session of  the Committee 
on Economic, Social and Cultural Rights, on 11 August 2000 (Contained in 
Document E/C.12/2000/4)

1 Normative content

...

11. The Committee interprets the right to health, as defined in article 
12.1, as an inclusive right extending not only to timely and appropriate 
health care but also to the underlying determinants of  health, such as 
access to safe and potable water and adequate sanitation, an adequate 
supply of  safe food, nutrition and housing, healthy occupational and 
environmental conditions, and access to health-related education and 
information, including on sexual and reproductive health. A further 
important aspect is the participation of  the population in all health-
related decision-making at the community, national and international 
levels. 

12. The right to health in all its forms and at all levels contains the 
following interrelated and essential elements, the precise application 
of  which will depend on the conditions prevailing in a particular State 
party:
a. Availability. Functioning public health and health-care facilities, 

goods and services, as well as programmes, have to be available 
in sufficient quantity within the State party. The precise nature 
of  the facilities, goods and services will vary depending on 
numerous factors, including the State party’s developmental 
level. They will include, however, the underlying determinants 
of  health, such as safe and potable drinking water and adequate 
sanitation facilities, hospitals, clinics and other health-related 
buildings, trained medical and professional personnel receiving 
domestically competitive salaries, and essential drugs, as defined 
by the WHO Action Programme on Essential Drugs;

b. Accessibility. Health facilities, goods and services have to be 
accessible to everyone without discrimination, within the 
jurisdiction of  the State party. Accessibility has four overlapping 
dimensions: 

Non-discrimination: health facilities, goods and services 
must be accessible to all, especially the most vulnerable or 



363Human rights duties to promote access to medicines in trade policies

marginalized sections of  the population, in law and in fact, 
without discrimination on any of  the prohibited grounds;

Physical accessibility: health facilities, goods and services 
must be within safe physical reach for all sections of  the 
population, especially vulnerable or marginalized groups, 
such as ethnic minorities and indigenous populations, 
women, children, adolescents, older persons, persons with 
disabilities and persons with HIV/AIDS. Accessibility also 
implies that medical services and underlying determinants 
of  health, such as safe and potable water and adequate 
sanitation facilities, are within safe physical reach, including 
in rural areas. Accessibility further includes adequate access 
to buildings for persons with disabilities;

Economic accessibility (affordability): 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 
socially disadvantaged groups. Equity demands that poorer 
households should not be disproportionately burdened with 
health expenses as compared to richer households; 

Information accessibility: accessibility includes the right to 
seek, receive and impart information and ideas concerning 
health issues. However, accessibility of  information should 
not impair the right to have personal health data treated with 
confidentiality; 

c. Acceptability. All health facilities, goods and services must 
be respectful of  medical ethics and culturally appropriate, 
respectful of  the culture of  individuals, minorities, peoples and 
communities, sensitive to gender and life-cycle requirements, as 
well as being designed to respect confidentiality and improve the 
health status of  those concerned; 

d. Quality. As well as being culturally acceptable, health facilities, 
goods and services must also be scientifically and medically 
appropriate and of  good quality. This requires, inter alia, skilled 
medical personnel, scientifically approved and unexpired drugs 
and hospital equipment, safe and potable water, and adequate 
sanitation. 



364   Chapter 10

13. The non-exhaustive catalogue of  examples in article 12.2 provides 
guidance in defining the action to be taken by States. It gives specific 
generic examples of  measures arising from the broad definition of  
the right to health contained in article 12.1, thereby illustrating the 
content of  that right, as exemplified in the following paragraphs.

...

2. States parties’ obligations

General legal obligations

...
33. The right to health, like all human rights, imposes three types or levels 

of  obligations on States parties: the obligations to respect, protect and 
fulfil. In turn, the obligation to fulfil contains obligations to facilitate, 
provide and promote. The obligation to respect requires States to refrain 
from interfering directly or indirectly with the enjoyment of  the right 
to health. The obligation to protect requires States to take measures 
that prevent third parties from interfering with article 12 guarantees. 
Finally, the obligation to fulfil requires States to adopt appropriate 
legislative, administrative, budgetary, judicial, promotional and other 
measures towards the full realization of  the right to health.

Specific legal obligations 

34. In particular, States are under the obligation to respect the right to 
health by, inter alia, refraining from denying or limiting equal access 
for all persons, including prisoners or detainees, minorities, asylum-
seekers and illegal immigrants, to preventive, curative and palliative 
health services; abstaining from enforcing discriminatory practices as 
a State policy; and abstaining from imposing discriminatory practices 
relating to women’s health status and needs. Furthermore, obligations 
to respect include a State’s obligation to refrain from prohibiting or 
impeding traditional preventive care, healing practices and medicines, 
from marketing unsafe drugs and from applying coercive medical 
treatments, unless on an exceptional basis for the treatment of  mental 
illness or the prevention and control of  communicable diseases. 
Such exceptional cases should be subject to specific and restrictive 
conditions, respecting best practices and applicable international 
standards, including the Principles for the Protection of  Persons 
with Mental Illness and the Improvement of  Mental Health Care. In 
addition, States should refrain from limiting access to contraceptives 
and other means of  maintaining sexual and reproductive health, 
from censoring, withholding or intentionally misrepresenting health-
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related information, including sexual education and information, 
as well as from preventing people’s participation in health-related 
matters. States should also refrain from unlawfully polluting air, water 
and soil, eg through industrial waste from State-owned facilities, 
from using or testing nuclear, biological or chemical weapons if  such 
testing results in the release of  substances harmful to human health, 
and from limiting access to health services as a punitive measure, eg 
during armed conflicts in violation of  international humanitarian law. 

35. Obligations to protect include, inter alia, the duties of  States to 
adopt legislation or to take other measures ensuring equal access 
to health care and health-related services provided by third parties; 
to ensure that privatization of  the health sector does not constitute 
a threat to the availability, accessibility, acceptability and quality 
of  health facilities, goods and services; to control the marketing of  
medical equipment and medicines by third parties; and to ensure that 
medical practitioners and other health professionals meet appropriate 
standards of  education, skill and ethical codes of  conduct. States are 
also obliged to ensure that harmful social or traditional practices do not 
interfere with access to pre- and post-natal care and family planning; 
to prevent third parties from coercing women to undergo traditional 
practices, eg female genital mutilation; and to take measures to protect 
all vulnerable or marginalized groups of  society, in particular women, 
children, adolescents and older persons, in the light of  gender-based 
expressions of  violence. States should also ensure that third parties do 
not limit people’s access to health-related information and services. 

36. The obligation to fulfil requires States parties, inter alia, to give 
sufficient recognition to the right to health in the national political and 
legal systems, preferably by way of  legislative implementation, and to 
adopt a national health policy with a detailed plan for realizing the 
right to health. States must ensure provision of  health care, including 
immunization programmes against the major infectious diseases, 
and ensure equal access for all to the underlying determinants of  
health, such as nutritiously safe food and potable drinking water, 
basic sanitation and adequate housing and living conditions. Public 
health infrastructures should provide for sexual and reproductive 
health services, including safe motherhood, particularly in rural areas. 
States have to ensure the appropriate training of  doctors and other 
medical personnel, the provision of  a sufficient number of  hospitals, 
clinics and other health-related facilities, and the promotion and 
support of  the establishment of  institutions providing counselling 
and mental health services, with due regard to equitable distribution 
throughout the country. Further obligations include the provision of  
a public, private or mixed health insurance system which is affordable 
for all, the promotion of  medical research and health education, as 



366   Chapter 10

well as information campaigns, in particular with respect to HIV/
AIDS, sexual and reproductive health, traditional practices, domestic 
violence, the abuse of  alcohol and the use of  cigarettes, drugs and 
other harmful substances. States are also required to adopt measures 
against environmental and occupational health hazards and against 
any other threat as demonstrated by epidemiological data. For this 
purpose they should formulate and implement national policies aimed 
at reducing and eliminating pollution of  air, water and soil, including 
pollution by heavy metals such as lead from gasoline. Furthermore, 
States parties are required to formulate, implement and periodically 
review a coherent national policy to minimize the risk of  occupational 
accidents and diseases, as well as to provide a coherent national policy 
on occupational safety and health services.

37. The obligation to fulfil (facilitate) requires States inter alia to take 
positive measures that enable and assist individuals and communities 
to enjoy the right to health. States parties are also obliged to fulfil 
(provide) a specific right contained in the Covenant when individuals 
or a group are unable, for reasons beyond their control, to realize 
that right themselves by the means at their disposal. The obligation 
to fulfil (promote) the right to health requires States to undertake 
actions that create, maintain and restore the health of  the population. 
Such obligations include: (i) fostering recognition of  factors favouring 
positive health results, eg research and provision of  information; (ii) 
ensuring that health services are culturally appropriate and that health-
care staff  are trained to recognize and respond to the specific needs of  
vulnerable or marginalized groups; (iii) ensuring that the State meets 
its obligations in the dissemination of  appropriate information relating 
to healthy lifestyles and nutrition, harmful traditional practices and 
the availability of  services; (iv) supporting people in making informed 
choices about their health.

International obligations 

38. In its General Comment 3, the Committee drew attention to the 
obligation of  all States parties to take steps, individually and through 
international assistance and cooperation, especially economic and 
technical, towards the full realization of  the rights recognised in 
the Covenant, such as the right to health. In the spirit of  article 56 
of  the Charter of  the United Nations, the specific provisions of  the 
Covenant (arts. 12, 2.1, 22 and 23) and the Alma-Ata Declaration 
on primary health care, States parties should recognize the essential 
role of  international cooperation and comply with their commitment 
to take joint and separate action to achieve the full realization of  the 
right to health. In this regard, States parties are referred to the Alma-
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Ata Declaration which proclaims that the existing gross inequality in 
the health status of  the people, particularly between developed and 
developing countries, as well as within countries, is politically, socially 
and economically unacceptable and is, therefore, of  common concern 
to all countries.

39. To comply with their international obligations in relation to article 
12, States parties have to respect the enjoyment of  the right to health 
in other countries, and to prevent third parties from violating the right 
in other countries, if  they are able to influence these third parties by 
way of  legal or political means, in accordance with the Charter of  
the United Nations and applicable international law. Depending on 
the availability of  resources, States should facilitate access to essential 
health facilities, goods and services in other countries, wherever 
possible, and provide the necessary aid when required. States 
parties should ensure that the right to health is given due attention 
in international agreements and, to that end, should consider the 
development of  further legal instruments. In relation to the conclusion 
of  other international agreements, States parties should take steps to 
ensure that these instruments do not adversely impact upon the right to 
health. Similarly, States parties have an obligation to ensure that their 
actions as members of  international organizations take due account 
of  the right to health. Accordingly, States parties which are members 
of  international financial institutions, notably the International 
Monetary Fund, the World Bank, and regional development banks, 
should pay greater attention to the protection of  the right to health in 
influencing the lending policies, credit agreements and international 
measures of  these institutions. 

40. States parties have a joint and individual responsibility, in accordance 
with the Charter of  the United Nations and relevant resolutions 
of  the United Nations General Assembly and of  the World Health 
Assembly, to cooperate in providing disaster relief  and humanitarian 
assistance in times of  emergency, including assistance to refugees 
and internally displaced persons. Each State should contribute to this 
task to the maximum of  its capacities. Priority in the provision of  
international medical aid, distribution and management of  resources, 
such as safe and potable water, food and medical supplies, and 
financial aid should be given to the most vulnerable or marginalized 
groups of  the population. Moreover, given that some diseases are 
easily transmissible beyond the frontiers of  a State, the international 
community has a collective responsibility to address this problem. The 
economically developed States parties have a special responsibility 
and interest to assist the poorer developing States in this regard.
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...

Core obligations 

43. In General Comment 3, the Committee confirms that States parties 
have a core obligation to ensure the satisfaction of, at the very 
least, minimum essential levels of  each of  the rights enunciated 
in the Covenant, including essential primary health care. Read 
in conjunction with more contemporary instruments, such as the 
Programme of  Action of  the International Conference on Population 
and Development, the Alma-Ata Declaration provides compelling 
guidance on the core obligations arising from article 12. Accordingly, 
in the Committee’s view, these core obligations include at least the 
following obligations: 
a. To ensure the right of  access to health facilities, goods and 

services on a non-discriminatory basis, especially for vulnerable 
or marginalized groups; 

b. To ensure access to the minimum essential food which is 
nutritionally adequate and safe, to ensure freedom from hunger 
to everyone;

c. To ensure access to basic shelter, housing and sanitation, and 
an adequate supply of  safe and potable water; (d) To provide 
essential drugs, as from time to time defined under the WHO 
Action Programme on Essential Drugs; (e) To ensure equitable 
distribution of  all health facilities, goods and services; 

f. To adopt and implement a national public health strategy 
and plan of  action, on the basis of  epidemiological evidence, 
addressing the health concerns of  the whole population; the 
strategy and plan of  action shall be devised, and periodically 
reviewed, on the basis of  a participatory and transparent process; 
they shall include methods, such as right to health indicators 
and benchmarks, by which progress can be closely monitored; 
the process by which the strategy and plan of  action are devised, 
as well as their content, shall give particular attention to all 
vulnerable or marginalized groups. 

44. The Committee also confirms that the following are obligations of  
comparable priority: 
a. To ensure reproductive, maternal (prenatal as well as post-natal) 

and child health care; 
b. To provide immunization against the major infectious diseases 

occurring in the community; 
c. To take measures to prevent, treat and control epidemic and 

endemic diseases; 
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d. To provide education and access to information concerning the 
main health problems in the community, including methods of  
preventing and controlling them; 

e. To provide appropriate training for health personnel, including 
education on health and human rights. 

45. For the avoidance of  any doubt, the Committee wishes to emphasize 
that it is particularly incumbent on States parties and other actors in a 
position to assist, to provide ‘international assistance and cooperation, 
especially economic and technical’ which enable developing countries 
to fulfil their core and other obligations indicated in paragraphs 43 
and 44 above.

3. Violations

46. When the normative content of  article 12 (Part I) is applied to 
the obligations of  States parties (Part II), a dynamic process is set 
in motion which facilitates 47. In determining which actions or 
omissions amount to a violation of  the right to health, it is important 
to distinguish the inability from the unwillingness of  a State party to 
comply with its obligations under article 12. This follows from article 
which speaks of  the highest attainable standard of  health, as well as 
from article 2.1 of  the Covenant, which obliges each State party to 
take the necessary steps to the maximum of  its available resources. A 
State which is unwilling to use the maximum of  its available resources 
for the realization of  the right to health is in violation of  its obligations 
under article 12. If  resource constraints render it impossible for a 
State to comply fully with its Covenant obligations, it has the burden 
of  justifying that every effort has nevertheless been made to use all 
available resources at its disposal in order to satisfy, as a matter of  
priority, the obligations outlined above. It should be stressed, however, 
that a State party cannot, under any circumstances whatsoever, justify 
its non-compliance with the core obligations set out in paragraph 43 
above, which are non-derogable. 

48. Violations of  the right to health can occur through the direct action of  
States or other entities insufficiently regulated by States. The adoption 
of  any retrogressive measures incompatible with the core obligations 
under the right to health, outlined in paragraph 43 above, constitutes a 
violation of  the right to health. Violations through acts of  commission 
include the formal repeal or suspension of  legislation necessary for 
the continued enjoyment of  the right to health or the adoption of  
legislation or policies which are manifestly incompatible with pre-
existing domestic or international legal obligations in relation to the 
right to health. 
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49. Violations of  the right to health can also occur through the omission 
or failure of  States to take necessary measures arising from legal 
obligations. Violations through acts of  omission include the failure to 
take appropriate steps towards the full realization of  everyone’s right 
to the enjoyment of  the highest attainable standard of  physical and 
mental health, the failure to have a national policy on occupational 
safety and health as well as occupational health services, and the 
failure to enforce relevant laws. 

Violations of the obligation to respect 

50. Violations of  the obligation to respect are those State actions, policies or 
laws that contravene the standards set out in article 12 of  the Covenant 
and are likely to result in bodily harm, unnecessary morbidity and 
preventable mortality. Examples include the denial of  access to health 
facilities, goods and services to particular individuals or groups as a 
result of  de jure or de facto discrimination; the deliberate withholding 
or misrepresentation of  information vital to health protection or 
treatment; the suspension of  legislation or the adoption of  laws or 
policies that interfere with the enjoyment of  any of  the components 
of  the right to health; and the failure of  the State to take into account 
its legal obligations regarding the right to health when entering into 
bilateral or multilateral agreements with other States, international 
organizations and other entities, such as multinational corporations. 
The following paragraphs provide illustrations of  violations of  article 
12.

Violations of the obligation to protect 

51. Violations of  the obligation to protect follow from the failure of  a 
State to take all necessary measures to safeguard persons within 
their jurisdiction from infringements of  the right to health by third 
parties. This category includes such omissions as the failure to 
regulate the activities of  individuals, groups or corporations so 
as to prevent them from violating the right to health of  others; the 
failure to protect consumers and workers from practices detrimental 
to health, eg by employers and manufacturers of  medicines or food; 
the failure to discourage production, marketing and consumption of  
tobacco, narcotics and other harmful substances; the failure to protect 
women against violence or to prosecute perpetrators; the failure to 
discourage the continued observance of  harmful traditional medical 
or cultural practices; and the failure to enact or enforce laws to prevent 
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the pollution of  water, air and soil by extractive and manufacturing 
industries. 

Violations of the obligation to fulfil 

52. Violations of  the obligation to fulfil occur through the failure of  States 
parties to take all necessary steps to ensure the realization of  the right to 
health. Examples include the failure to adopt or implement a national 
health policy designed to ensure the right to health for everyone; 
insufficient expenditure or misallocation of  public resources which 
results in the non-enjoyment of  the right to health by individuals or 
groups, particularly the vulnerable or marginalized; the failure to 
monitor the realization of  the right to health at the national level, 
for example by identifying right to health indicators and benchmarks; 
the failure to take measures to reduce the inequitable distribution of  
health facilities, goods and services; the failure to adopt a gender-
sensitive approach to health; and the failure to reduce infant and 
maternal mortality rates.

...
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Annexure 3

ACHPR/Res.141 (XXXXIIII) 08: Resolution on Access to Health and needed 
Medicines in Africa

The African Commission on Human and Peoples’ Rights, meeting at its 
44th Ordinary Session held in Abuja, Federal Republic of  Nigeria, from 
the 10th to 24th November 2008; 

REAFFIRMING that article 16 of  the African Charter on Human and 
Peoples’ Rights guarantees the right to enjoy the best attainable state of  
physical and mental health and that States must ensure that everyone has 
access to medical care; 

ALARMED that essential medicine, were available in only 38 per cent 
of  all public and private health care facilities in Africa between 2001 and 
2007; 

STRESSING that the right to health is not confined to a right to health 
care but embraces all underlying aspects of  health; 

RECOGNIZING that access to needed medicines for treatment, 
prevention and palliative care is a necessary condition for leading a healthy 
and dignified life; 

RECOGNIZING that access to needed medicines is a fundamental 
component of  the right to health and that States parties to the African 
Charter have an obligation to provide where appropriate needed medicines, 
or facilitate access to them; 

RECOGNIZING FURTHER that the United Nations Special 
Rapporteur on the Right to Health has explained that ‘access to medicines 
forms an indispensable part of  the right to the highest attainable standard 
of  health’ and that, therefore, the right to health mandates that State 
promote ‘the realization of  the right to medicines for all’; 

URGES States to guarantee the full scope of  access to needed 
medicines, including: 
• The availability in sufficient quantities of  needed medicines, including 

existing medicines and the development of  new medicines needed for 
the highest attainable level of  health; 

• The accessibility of  needed medicines to everyone without 
discrimination, including 
• Physical accessibility of  needed medicines to all; 
• Economic accessibility (affordability) of  needed medicines to all; 
• Information accessibility about the availability and efficacy of  

medicines; 
• The acceptability of  medicine supplies, being respectful of  cultural 

norms and medical ethics; 
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• The quality of  medicine supplies, ensuring that available medicines 
are safe, effective and medically appropriate; 
CALLING ON States to fulfill their duties with respect to access to 

medicines, in particular: 
• To promote access to medicines by refraining from measures that 

negatively affect access, such as: 
• denying or limiting equal access to medicines for marginalized 

individuals or communities; 
• prohibiting or impeding the use of  traditional medicines and 

healing practices that are scientifically sound and medically 
appropriate; 

• interfering with the provision of  humanitarian aid that facilitates 
the supply of  necessary medicines; 

• implementing intellectual property policies that do not take full 
advantage of  all flexibilities in the WTO Agreement on Trade 
Related Aspects of  Intellectual Property that promote access to 
affordable medicines, including entering ‘TRIPS Plus’ free trade 
agreements; 

• To protect access to needed medicines from actions by third parties 
through regulatory systems that: 
• ensure that only medicines that have met scientifically appropriate 

standards for quality, safety and efficacy are available; 
• promote the rational use of  medicines, through treatment 

guidelines based on the best available evidence; 
• prevent unreasonably high prices for needed medicines in both the 

public and private sectors, through promotion of  equity pricing in 
which the poor are not required to pay a disproportionate amount 
of  their income for access; 

• ensure that medical practitioners and patients have ready access 
to reliable, complete and unbiased information on the safety and 
efficacy of  medicines; 

• stimulate and Promote competition, intellectual property, 
consumer protection and other laws to promote access to 
medicines; 

• To fulfill access to medicines by adopting all necessary and appropriate 
positive measures to the maximum of  its available resources to promote, 
provide and facilitate access to needed medicines, including: 
• immediately meeting the minimum core obligations of  ensuring 

availability and affordability to all of  essential medicines as 
defined by the country’s essential medicines list and the WHO 
Action Programme on Essential Drugs; 

• immediately creating a national medicine strategy monitoring 
systems to ensure compliance with human rights obligations; 
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• promoting meaningful participation by affected individuals and 
groups in decisions that affect access to medicines, including 
regulatory, pricing and patent decisions; 

• creating systems in which patent information and registration 
status for medicines is readily and publicly accessible; 

• expediting the regulatory review and registration of  needed 
medicines and creating incentives for companies to register 
needed medicines expeditiously; 

• individually and together with other States and non-governmental 
entities, developing and implementing need-based research and 
development programmes to address currently neglected diseases 
and conditions; 

• Mandates the Working Group on Economic, Social and Cultural 
Rights to further define State obligations related to access to 
medicines and to develop model monitoring and assessment 
guidelines.
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Annexure 4

Montréal Statement on the Human Right to Essential Medicines (2005)

Saving lives

1. Two billion people lack access to essential medicines. This deprivation 
causes immense suffering: pain, fear, loss of  dignity and life. Forty 
thousand people die daily as a result, the vast majority of  them 
children under five years old. 

2. Poor people lack access to essential medicines because research and 
development do not address their priority health needs, because 
health systems are inadequate, and because existing medicines are 
unaffordable to them. 

3. This situation is contrary to ethical and legal duties, including human-
rights obligations. Existing policies, rules, and institutions foreseeably 
give rise to deprivations on a massive scale. Alternative designs are 
feasible; reforms are urgently required. We have a responsibility to 
achieve a social and international order in which human rights—
including the right to essential medicines—are fully realized. 
This obligation must be recognised and reflected in the design of  
institutions and policies. On the national and global levels, policies, 
rules, and institutions must be conducive to the realization of  the right 
to essential medicines. At a minimum, trade agreements, intellectual 
property laws, loans, aid, and other 11international arrangements as 
well as national institutions, laws, and policies must be designed so as 
to avoid violation of  this right. 

4. States Parties to international human-rights treaties have a core 
obligation to respect, protect, and fulfil the right to essential medicines. 
This core obligation requires immediate and effective measures and is 
not subject to progressive implementation. Despite many resolutions 
and statements of  commitment in recent years, far too little has been 
accomplished toward the effective realization of  the right to health, 
including the right to essential medicines. In view of  the enormous 
and persistent suffering and loss of  life and health due to lack of  access 
to essential medicines, and the risk of  outbreak of  new pandemics, the 
world’s peoples and governments must dedicate themselves to the full 
realization of  this right. 

Assuring access to existing treatments 

5. The essential medicines covered by this right are those that satisfy the 
priority health care needs of  the population, in light of  their public 
health relevance, proven quality, efficacy and safety, and comparative 
cost-effectiveness. The Essential Drugs List provided by the World 
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Health Organization is a model policy guide for the national 
determination of  drugs and other health goods deemed essential for 
the population of  each country. 

6. The implementation, monitoring and evaluation of  national medicines 
policies must be based on the principle of  equitable access to basic 
services for all and the objective of  the highest attainable standard of  
health. ‘Highest attainable,’ in this context, refers not to a theoretical 
upper limit of  human functioning, but rather to what could be 
achieved through improvements in product development and health 
system performance, overcoming of  political and economic barriers 
and better utilization of  available resources, including international 
assistance and cooperation. Accordingly, the national list of  essential 
medicines should be constantly updated to meet the evolving needs 
of  the population. The process of  establishing and updating national 
medicine policies must be participatory: it should include meaningful 
involvement of  professional associations, patient and consumer 
groups, nongovernmental organizations, and representatives of  rural 
communities and vulnerable groups. It must also provide mechanisms 
of  transparency and accountability through clearly defined objectives, 
benchmarks and indicators, regular monitoring and evaluation, and 
procedures for redress and appeal, including judicial remedies, in case 
the system is too slow or fails to provide essential medicines. 

7. The human right to essential medicines requires that national health 
systems guarantee at all times that the population receive all essential 
medicines in adequate amounts, of  assured quality, at the appropriate 
time and in the appropriate dosage. Those who receive the medicines 
must be adequately informed and consent to the treatment. The 
essential drugs made available must be at a price the individual and 
the community can afford. 

Overcoming political and economic barriers 

8. Social and economic conditions determine population health. 
Moreover, they are vital to access to medicines. As a result, realizing 
the right to essential medicines requires a strategy to strengthen health 
systems, including sufficient and adequately trained health personnel 
and eliminating poverty and social disparities. 

9. The responsibility of  governments for the fulfilment of  human rights 
includes international assistance and cooperation. Affluent countries 
must, therefore, ensure fairer trade and investment, eliminate crippling 
debt, and contribute equitably to international assistance aimed at 
facilitating the full realization of  the right to essential medicines. 

10. All governments have the duty, through their voice and vote 
in international financial, monetary and trade institutions and 
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development agencies, and in their bilateral development policies and 
programmes, to ensure that the human right to essential medicines is 
furthered in the lending, trade and aid policies of  those institutions 
and agencies. 

11. States are entitled and obliged to take all reasonable and feasible 
steps to enable access to essential medicines, including adopting 
trade practices and using trade flexibilities and safeguards, such as 
compulsory licensing and parallel importing. All States must abstain 
from measures—including political interference and trade pressures—
that hamper the implementation of  such flexibilities and safeguards, 
or otherwise impede access to medicines. 

12. The responsibilities for the elimination of  poverty are shared by 
the less affluent countries. Poverty reduction strategies must be 
participatory, transparent, and focused on the most vulnerable 
segments of  the population. Measures and policies to reduce poverty 
must be compatible with States’ human rights obligations, including 
the human right to essential medicines. 

13. International institutions and their member states have a duty to respect 
and actively promote health as a human right. Accordingly, they 
must ensure that international agreements relating to the protection 
of  intellectual property do not result in violation of  the human right 
to essential medicines. On the national and global levels, all policy 
decisions or agreements likely to have a significant effect on health 
should be preceded by a transparent and independent health impact 
assessment. All parties to the decision or agreement are obligated to 
minimise foreseeable negative impacts on health identified by such 
assessment. 

Health innovation as a global public good 

14. The price of  patented medicines is a major barrier to the realization 
of  the human right to share in scientific advancement and its benefits, 
including innovations in essential medicines. The only justification 
for pharmaceutical patents is the stimulation of  innovation. However, 
the present incentive system results in high consumer prices and in 
millions of  people being denied the right to affordable medicines. This 
system also leads to a skewing of  research priorities, driven by return 
on investment rather than priority health needs and outcomes. 

15. Governments must, therefore, adopt and implement alternative 
innovation systems that ensure that research and development are 
sufficient to meet priority health needs. Among these alternatives 
are international commitments to funding health research as a global 
public good, and schemes that reward innovation based on health 
outcomes. Such alternative innovation systems must be designed to 
prioritize the right to essential medicines.
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gender, social minoriTies 
and access To medicines

1 Introduction

Gender and social minority groups – children, persons with disabilities 
(PWD), prisoners/detained persons, older persons, people living with 
neglected diseases, people living with HIV/AIDS (PLHVA) as well as 
lesbians, gay, bisexual, transgender and intersex (LGBTI) persons are 
focal points in access to medicines narrative. These groups are entitled 
to the same rights as all other persons in the medical system under the 
banner of  equitable and non-discriminatory access to public healthcare 
facilities. Equitability and non-discrimination are determinant in fostering 
the debate as to who gets access to medicines, why and how. This chapter 
focuses only on four minority groups: women, children PWD and LGBT.

The problematic of  access to medicines to these groups is dual. The 
first is the conventional fact that IP, trade and other factors discussed 
thus far are impediments. The second however, is beyond this threshold 
and stems in legal and socio-cultural, religious and moral considerations 
from an African perspective, which erect reluctant acceptability standards 
resulting in stigmatisation, rejection and seclusion, particularly with 
respect to members of  sexual minority groups. As a result, they suffer from 
both endogenous and exogenous factors that prevent them from accessing 
medical care services including access to medicines for health conditions. 
The extent to which gender, age, disability and sexual orientation 
considerations are integrated in access to medicines policies and programs, 
affects the breadth and success of  these policies. This is particularly true 
in Africa where moribund cultural and ethical norms, religion, attitudes 
and even laws (continue) to challenge already controversial conventional 
trends in the treatment of  women and girls, men and boys, children 
and PWD, on the one hand, and trends in accepting the nascent LGBT 
phenomenon on the other hand. It is not surprising, therefore, that the 
unbending attitudes continue to stifle efforts towards equality and non-
discrimination between women and men as well as between children, 
PWD and LGBT groups and the wider populations, even in the domain 
of  health. It is commonplace in some communities that at the mention of  
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gender, disability or LGBT, discrimination/marginalisation immediately 
springs to mind. Under human rights law, women, children, PWD and 
more recently, LGBT, are all considered as vulnerable sets of  people who 
need special protection measures against discrimination, marginalisation 
oppression and sometimes violence. 

For women, there is a human rights space for rededication of  their 
rights as human rights instruments and relevant treaty bodies have 
reiterated women’s right to health on equal basis as their male counterparts. 
However, gender discrimination in all facets of  women’s and girls’ lives 
has devastating consequences on their wellbeing and integrity. Indubitably, 
fundamental social, cultural, political, and economic interlocking roots of  
women’s inequality in all societies, underpin women’s health conditions, 
amongst others. Generally, gender disparities (the inequality of  women 
and girls in relation to men) contribute to institutionalised inequalities 
within health systems. These inequalities limit women’s and girls’ access 
to healthcare and to medicines more than their male counterparts. 
Therefore, gender equity in the development and delivery of  access to 
medicines policies supposes equitable access to medicines and equitable 
treatment for both men and women. 

Children and PWD stand almost in the same shoes as women, perhaps 
but for children who might not really be affected by cultural consideration 
in access to medicines issues. Children are affected by access to medicines 
basically in economic terms (affordability) and the inadequate availability 
of  medicines designed specifically for paediatric care. Meanwhile, PWD 
may are often victims of  therapeutic, economic and environmental access 
factors as well as other socio-culturally backed factors which usher stigma, 
rejection, discrimination and inequitable access to health care.

For sexual minorities, the story is a bit different. They are minorities 
who are still largely resisted in Africa as a result of  cultural, ethico-moral 
and religious grounds, which have shaped legal conceptions outlawing 
them. This poses a serious threat to their access to health care thereby 
violating their fundamental right to health as human beings.

This chapter is divided into five parts. The first attempts to define the 
scope of  the non-discrimination and equality principle, which is at the 
heart of  the rights minority rights consideration. The second part deals 
with gender and access to medicines. It examines the extent to which 
gender disparity between men and women can affect women’s access 
to medicines in fulfilment of  their right to health within national health 
care policies. It looks at ways in which gender-based obstacles could be 
overcome to enable non-discriminatory access to medicines and ensure 
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women’s full enjoyment of  the right to health on equal basis with men. The 
expression gender is used to refer to both sexes male or female although in 
much of  the contemporary discourse, it is used to refer to women. In the 
context of  this Reader this parochial approach is also adopted as a result of  
the peculiar situation of  women in relation to health care generally. Also, 
the expression ‘women’ in this chapter should be understood as covering 
adult females and the girl child.

The third part of  the chapter examines the rights of  children in need 
of  pediatric care, PWD and LGBT. It explores the space from the general 
human rights framework through which their right to access to medicines 
can be construed as vulnerable social minority groups. It identifies some 
of  the challenges inhibiting the full realisation of  the rights in the access to 
medicines agenda, and how these could be overcome.

2 Explaining the non-discrimination and equality 
standard1

Non-discrimination is an integral part and the driver of  the principle 
of  equality and, consequently, they constitute mutually inclusive 
standards. Together, they constitute core standards in the international 
human rights normative framework. However, they are not absolute. The 
extent to which they are observed practically depends on the situational 
context in question (Box 3 below). This means that there is no one-size-fits 
all criteria for the standard. 

Equality affirms that all human beings are born free and equal. 
Equality presupposes that all individuals have the same rights and deserve 
the same level of  respect. All people have the right to be treated equally. 
This means that laws, policies and programs should not be discriminatory, 
and also that public authorities should not apply or enforce laws, policies 
and programs in a discriminatory or arbitrary manner. Non-discrimination 
therefore ensures that no one is denied their rights because of  factors such 
as race, colour, sex, language, religion, political or other opinion, social 
background, property or birth. In addition to those grounds, discrimination 
on certain other grounds may also be prohibited. These grounds include 
age, nationality, marital status, disability, place of  residence within a 
country and sexual orientation.

1 See generally ‘Rights of  equality and non-discrimination’ https://www.ag.gov.
au/RightsAndProtections/HumanRights/Humanrightsscrutiny/PublicSector 
GuidanceSheets/Pages/Rightsofequalityandnondiscrimination.aspx (accessed 26 July 
2019).
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Discrimination is impermissible differential treatment among persons 
or groups that result in a person or a group being treated less favourably 
than others, based on one of  the prohibited grounds for discrimination. 
Discrimination may be either direct or indirect. Most especially, it is 
indirect when a requirement or condition is neutral on its face but has a 
disproportionate or unintended negative impact on particular groups. 

Article 26 of  the ICCPR protects the right of  every human being to be 
recognised everywhere as a person before the law. This a strong provision, 
which founds the principle of  equality and non-discrimination, since 
everyone is equal before the law without distinction of  any sort including 
social status under article 26 (Box 1). For example, the UN Human Rights 
Committee has stated that the right in article 16 is particularly pertinent for 
women. It protects their capacity to own property, to enter into a contract 
and to exercise other civil rights without discrimination.2

Box 1

ICCPR Excerpt

…

Article 16

1. Every human being has the inherent right to life. This right shall be 
protected by law. No one shall be arbitrarily deprived of  his life.

…

Article 26

All persons are equal before the law and are entitled without any 
discrimination to the equal protection of  the law. In this respect, the law 
shall prohibit any discrimination and guarantee to all persons equal and 
effective protection against discrimination on any ground such as race, 
colour, sex, language, religion, political or other opinion, national or 
social origin, property, birth or other status.

2 CCPR General Comment 28 art 3 (The Equality of  Rights Between Men and 
Women) 1 Adopted at the Sixty-eighth session of  the Human Rights Committee on  
29 March 2000 CCPR/C/21/Rev.1/Add.10 para 19.
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However, it should be remarked that not all treatment that differs among 
individuals or groups on any of  the grounds mentioned above will amount 
to prohibited discrimination. It may thus be necessary sometimes to treat 
people differently (discrimination) to achieve ‘equality’. This is because 
differences between people may make it difficult for them to enjoy their 
rights without support. Non-discrimination and equality do not always 
imply equal treatment. In some cases, states must assume positive 
obligations to prioritise underrepresented individuals and communities. 
For example, certain populations face particular health challenges, 
including higher mortality rates or barriers to access, that must be reflected 
in national health policies.3 Hence, the UN Human Rights Committee 
has recognised that ‘not every differentiation of  treatment will constitute 
discrimination, if  the criteria for such differentiation are reasonable 
and objective and if  the aim is to achieve a purpose which is legitimate 
under the Covenant’. In determining the ‘reasonable and objective’ test, 
the Committee has proceeded on a case-by-case basis. For example, in 
a case involving Australia, the Committee stated that the institution 
of  a compulsory retiring age of  60 for airline pilots, in the interests of  
maximising public safety, was a legitimate purpose under the ICCPR.4 
Non-discrimination is therefore not absolute and often decided on a case-
by-case basis.

Box 2.  CCPR – General Comment 18, Non-discrimination, 
Human Rights Committee, Thirty-seventh session (1989) 
HRI/GEN/1/Rev.9 (Vol. I)

1. Non-discrimination, together with equality before the law and equal 
protection of  the law without any discrimination, constitute a basic 
and general principle relating to the protection of  human rights. 
Thus, article 2, paragraph 1, of  the International Covenant on Civil 
and Political Rights obligates each State party to respect and ensure 
to all persons within its territory and subject to its jurisdiction the 
rights recognised in the Covenant without distinction of  any kind, 
such as race, colour, sex, language, religion, political or other opinion, 
national or social origin, property, birth or other status. Article 26 not 
only entitles all persons to equality before the law as well as equal 
protection of  the law but also prohibits any discrimination under the 

3 ‘How is Access to Medicines a Human Rights Issue?’ (2017) Health and Human Rights 
Resource Guide https://www.hhrguide.org/2017/06/09/access-to-medicines-and-
human-rights/ (accessed 22 July 2019).

4 See n 1.



383Gender, social minorities and access to medicines

law and guarantees to all persons equal and effective protection against 
discrimination on any ground such as race, colour, sex, language, 
religion, political or other opinion, national or social origin, property, 
birth or other status.

…
7. While these conventions deal only with cases of  discrimination on 

specific grounds, the Committee believes that the term ‘discrimination’ 
as used in the Covenant should be understood to imply any distinction, 
exclusion, restriction or preference which is based on any ground such 
as race, colour, sex, language, religion, political or other opinion, 
national or social origin, property, birth or other status, and which 
has the purpose or effect of  nullifying or impairing the recognition, 
enjoyment or exercise by all persons, on an equal footing, of  all rights 
and freedoms.

…
10. The Committee also wishes to point out that the principle of  equality 

sometimes requires States parties to take affirmative action in order 
to diminish or eliminate conditions which cause or HRI/GEN/1/
Rev.9 (Vol. I) help to perpetuate discrimination prohibited by the 
Covenant. For example, in a State where the general conditions of  
a certain part of  the population prevent or impair their enjoyment of  
human rights, the State should take specific action to correct those 
conditions. Such action may involve granting for a time to the part 
of  the population concerned certain preferential treatment in specific 
matters as compared with the rest of  the population. However, as long 
as such action is needed to correct discrimination in fact, it is a case of  
legitimate differentiation under the Covenant.

…
13. Finally, the Committee observes that not every differentiation of  

treatment will constitute discrimination, if  the criteria for such 
differentiation are reasonable and objective and if  the aim is to achieve 
a purpose which is legitimate under the Covenant.

It is legitimate to take necessary measures that assist or recognise the 
interests of  particular groups in the community such as women or PWD, 
who may be disadvantaged. Therefore, the principle of  equality sometimes 
requires States parties to take affirmative action in order to diminish or 
eliminate conditions that help to perpetuate discrimination prohibited by 
human rights treaties. Such measures, sometimes called ‘special measures’, 
are specifically recognised in relevant provisions of  CEDAW, for example, 
to accelerate equality between men and women. Generally, such measures 
must be ended after the objectives for which they were taken have been 
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achieved. For example, specific programs, which are aimed at addressing 
the underlying disadvantage(s) confronting the group. 

Logically, while special measures enhance the prohibition of  
discrimination, conversely, where justified, it is possible for legislation 
to exempt some measures from the general standard of  prohibition on 
equality and discrimination. In other words, non-discrimination may be 
ensured sometimes through (positive) discrimination to achieve equality. 
This is particularly so in the area of  disability in the context of  employment, 
where not obviating the prohibition will impose unwarranted hardship 
either on the person discriminating or even on a PWD, as the case may 
be, if  the PWD would be unable to carry out the inherent requirements 
of  the work because of  an inherent disability. This will equally also go 
for discrimination based on incapacity – age and mental soundness. The 
Human Rights Committee has given credence to this approach in its 
General Comment 18 paragraph 13 (Box 2 above).

Review Task: Identify provisions containing special measures 
across human rights treaties to eliminate or diminish inequality and 
discrimination. Do any national law(s) in your country incorporate the 
same or a similar approach? Explain how, if at all.

Box 3.  Non-discrimination and equality excerpted from:

‘How is Access to Medicines a Human Rights Issue?’ Health and Human 
Rights Resource Guide https://www.hhrguide.org/2017/06/09/access-to-
medicines-and-human-rights/ (2017) (accessed 25 July 2019)

2. Non-discrimination and equality

Access to medicines remains an illusory goal for traditionally marginalized 
groups. However, non-discrimination and equality – two of  the most 
fundamental principles under human rights law – is central to the right 
to health. Under the ICESCR, access to medicines should be realized 
without distinction on the grounds of  race, colour, sex, language, religion, 
political or other opinion, national or social origin, property, disability, 
birth or other status. The International Convention on the Elimination 
of  All Forms of  Racial Discrimination also emphasizes that states must 
prohibit and eliminate racial discrimination in the enjoyment of  public 
health and medical care. Failure to comply with these standards amounts 
to a violation of  international law.
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However, non-discrimination and equality do not always imply equal 
treatment. In some cases, states must assume positive obligations to 
prioritize underrepresented individuals and communities. For example, 
certain populations face particular health challenges, including higher 
mortality rates or barriers to access, that must be reflected in national 
health policies.

3 The gender dimension in the access to medicines 
paradigm 

The expression ‘gender’ refers to the biological or social condition of  being 
male or female or, of  all females, or all males considered as belonging to 
one group. But gender is often used in a pejorative and parochial sense. 
Thus, when the expression ‘gender’ is used, the first common thought 
that springs to mind is that some form of  discrimination against the 
female gender is involved. Thus, gender is always referred to in relation to 
bringing the status of  women to that enjoyed by men, since the position of  
men is seen as the reference point from which any gap or disparities in the 
treatment of  women can be gleaned. While gender is a fact in issue in the 
access to medicines discourse especially in Africa, it is bound in cultural 
ramifications, social stratifications and all sorts of  dogmas concerning the 
second place given women in the typical African society. Therefore, when 
‘access to medicines and gender’ is mentioned, the indirect consideration 
is women’s situation.

In essence therefore, the notion of  gender may be difficult to ascertain. 
It causes confusion between sex as a biological or morphological attribute 
and as a social construct attributing weakness and inferiority against the 
background of  other cultural underpinnings, discriminatory measures 
against women, and new forms of  sexual orientation where some 
physically/biologically born females assume the status of, or physically 
‘transform’ to males through surgical processes and vice-versa.

In the domain of  health, the gender construct is already a separator as 
females do not have the same health needs with their male counterparts, 
and suffer specific conditions because of their sex. For example, only women 
can suffer from obstetric vestibular or cervical cancer conditions. This should 
not, however, be a source of discrimination but rather, a basis for according 
special measures to women’s health. In General Recommendation No 24 on 
women and health, the CEDAW Committee said:
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While biological differences between women and men may lead to differences 
in health status, there are societal factors which are determinative of  the health 
status of  women and men and which can vary among women themselves. 
For that reason, special attention should be given to the health needs and 
rights of  women belonging to vulnerable and disadvantaged groups, such as 
migrant women, refugee and internally displaced women, the girl child and 
older women, women in prostitution, indigenous women and women with 
physical or mental disabilities.5

Generally, human rights instruments are strong on the reproductive health 
of  women (maternal health) in primary health care measures. Outside this 
spectrum, there is a problem. Thus most health care systems, for example, 
for HIV/AIDS treatments, focus more on the child than on the mother – 
prevention from mother to child transmission (PMTCT). In essence, such 
policies give the impression that women are care providers and it is only in 
this respect that their health concerns become important. 

3.1 The Human rights framework for gender-based access to 
medicines for women

It has been submitted that human rights law not only offers an alternative 
paradigm for understanding issues relating to the availability and 
distribution of  medicines, it also provides a workable framework for 
influencing the way in which adjudicative and legislative bodies, as 
well as other actors, make decisions that affect access to medications.6 
As all human beings, women are entitled to the full protection of  the 
full standard their right to health constitutionalised under international 
human rights instruments chiefly represented by the UDHR (article 25) 
and ICESCR (article 12), and the Convention on the Elimination of  All 
Forms of  Discrimination Against women (CEDAW) (article 12).7 At 
the African regional level, the African Charter on Human and Peoples’ 
Rights (article 16) and the Protocol to the African Charter on Human and 
Peoples’ Rights on the Rights of  Women (article 14, particularly 14(2)(a) 
on access to medical services) protect women’s right to health. But the 
essence here is to see the extent to which human rights law particularly 
safeguards the right to health of  women as a vulnerable set that can be, 

5 General Recommendation 24 para 6 (20th session 1999) article 12: Women and health.

6 A Yamin ‘Not just a tragedy: Access to medications as a right under international law’ 
(2006) 21 Boston University International Law Journal 327.

7 Art 12(1) provides: ‘States Parties shall take all appropriate measures to eliminate 
discrimination against women in the field of  health care in order to ensure, on a basis 
of  equality of  men and women, access to health care services, including those related 
to family planning’.
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and have been discriminated against in various ways and domains, the 
right to health inclusive.

Human rights law safeguards against the discrimination of  women 
in healthcare policies especially those relating to access to medicines. 
The general standard of  non-discrimination is found in article 7 of  the 
UDHR (Box 4). In General Comment 14, the Committee on ESCR 
lays emphasis on non-discrimination under article 2(2) of  the ICESCR 
as a strong feature in access to medicines. The UN Human Rights 
Committee also lays emphasis on the equal enjoyment of  rights by men 
and women. In relation to article 12 of  CEDAW on the right to health, 
CEDAW Committee in General Recommendation 19 cautions that 
‘States parties are required by article 12 to take measures to ensure equal 
access to health care. Violence against women puts their health and lives 
at risk’.8 In General Recommendation No 10 on the celebration of  the 
tenth anniversary of  the adoption of  CEDAW, the CEDAW Committee 
recommends practical measures to empower women so that they can take 
ownership of  the policies to end discrimination against them notably by 
inviting their national women’s organizations and other non-governmental 
organizations at all levels (international, regional and national) to 
cooperate in the publicity campaigns regarding the Convention and action 
to ensure the full implementation of  the Convention’s principles.9

Box 4.  UDHR Excerpt

Article 7 UDHR:

All are equal before the law and are entitled without any discrimination to 
equal protection of  the law. All are entitled to equal protection against any 
discrimination in violation of  this Declaration and against any incitement 
to such discrimination

However, the express direct link between non-discrimination and access to 
medicines to women is codified in CEDAW (Box 5).

8 Para 19.

9 Paras 1 & 2.
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Box 5.  CEDAW Excerpt

Article 12 

1. States Parties shall take all appropriate measures to eliminate 
discrimination against women in the field of  health care in order to 
ensure, on a basis of  equality of  men and women, access to health 
care services, including those related to family planning. 

2. Notwithstanding the provisions of  paragraph 1 of  this article, States 
Parties shall ensure to women appropriate services in connection 
with pregnancy, confinement and the post-natal period, granting 
free services where necessary, as well as adequate nutrition during 
pregnancy and lactation.

Article 14 

…
2. States Parties shall take all appropriate measures to eliminate 

discrimination against women in rural areas in order to ensure, on 
a basis of  equality of  men and women, that they participate in and 
benefit from rural development and, in particular, shall ensure to such 
women the right: 

…
b. To have access to adequate health care facilities, including 

information, counselling and services in family planning;
…

Similarly the Limburg principles have reiterated non-discrimination in the 
implementation of  socioeconomic rights and distinguish between de facto 
and de jure discrimination (Box 6).

Box 6.  The Limburg Principles on the Implementation of 
the International Covenant on Economic, Social and 
Cultural Rights (UN Document E/CN.4/1987/17)

35. Article 2(2) calls for immediate application and involves an explicit 
guarantee on behalf  of  the States Parties. It should, therefore, be 
made subject to judicial review and other recourse procedures.

36. The grounds of  discrimination mentioned in article 2(2) are not 
exhaustive.
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37. Upon becoming a party to the Covenant States shall eliminate de 
jure discrimination by abolishing without delay any discriminatory 
laws, regulations and practices (including acts of  omission as well as 
commission) affecting the enjoyment of  economic, social and cultural 
rights.

38. De facto discrimination occurring as a result of  the unequal enjoyment 
of  economic, social and cultural rights, on account of  a lack of  
resources or otherwise, should be brought to an end as speedily as 
possible.

39. Special measures taken for the sole purpose of  securing adequate 
advancement of  certain groups or individuals requiring such protection 
as may be necessary in order to ensure to such groups or individuals 
equal enjoyment of  economic, social and cultural rights shall not be 
deemed discrimination, provided, however, that such measures do 
not, as a consequence, lead to the maintenance of  separate rights for 
different groups and that such measures shall not be continued after 
their intended objectives have been achieved.

…
41. In the application of  article 2(2) due regard should be paid to all 

relevant international instruments including the Declaration and 
Convention on the Elimination of  all Forms of  Racial Discrimination 
as well as to the activities of  the supervisory committee (CERD) 
under the said Convention.

In its General Recommendation No 24 on women and health,10 the 
CEDAW Committee recommends that States parties implement 
comprehensive national strategies to promote women’s health. 
Consequently, The Committee also recommends that States parties 
allocate adequate budgetary, human and administrative resources to 
ensure that women’s health receives a share of  the overall health budget 
comparable with that for men’s health, taking into account their different 
health needs. The Committee further recommends that States parties 
should report on efforts to eliminate barriers that women face in gaining 
access to health care services, and policies and measures that address 
the health rights of  women from the perspective of  factors that differ for 
women in comparison to men. UNIFEM has also noted the unchallenged 
barriers to women’s access to health services and highlighted CEDAW 
Committee’s approach (Box 7).

10 General Recommendation 24 (20th session 1999) article 12: Women and health, para 17.
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Box 7.  L Wladorf ‘Turning the Tide: CEDAW and the Gender 
Perspectives of the HIV/AIDS Pandemic’ UNIFEM 
(2001) 20-23

…

Access to health services

Women are receiving inferior treatment and unequal access to health care. 
Their specific needs (owing to both biological and cultural factors) have 
not been attended to, and the barriers that prevent them from accessing 
services have been left unchallenged. The problem of  substandard and 
inadequate health care is perhaps most pronounced for rural women and 
other marginalized groups of  women whose communities are already 
poorly served.

Gender inequality in health care is taking numerous forms in the 
pandemic. Women may not be perceived to be equally entitled to health 
care resources, and their needs may be made secondary to those of  their 
male partners and children. Female controlled methods of  prevention 
may not be available or affordable drug trials may focus on men and 
access to anti-retrovirals may be channelled primarily through formal 
sector employment. Proper diagnosis may be frustrated by the failure to 
recognize the symptoms most prevalent for women. If  health care has been 
privatized or the State ceases to fund it adequate, family resources can be 
exhausted to pay for men’s treatment, with nothing left when women fall 
sick, even for palliative care. Barriers may prevent women from accessing 
whatever health services the State does provide. Where HIV positive 
women are stigmatized, and where their privacy is not protected, they 
may be reluctant to seek testing and treatment. In countries where purdah 
is practiced, women may be excluded from public space and from contact 
with man outside their families, so that long distance travel and the death 
of  female staff  in medical facilities become insurmountable obstacles.

Responding with CEDAW

The Conventions articles on access to health care services and on rural 
women address the elimination of  inequality in these areas. The CEDAW 
Committee’s General Recommendation on women and health has 
articulated a number of  specific State obligations to realize women’s right 
to health.

In addition to the broader measures needed to guarantee women’s 
right to health. States parties to the Convention should consider specific 
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measures relating to HIV/AIDS, including to ensure: greater availability 
of  affordable female-controlled methods of  prevention, such as female 
condoms and microbicides; availability of  anti-retroviral drugs and 
treatment for opportunistic infections on an equal basis; elimination of  
cultural and other barriers so that services are more accessible equitable 
financing of  HIV/AIDS prevention, treatment and palliative care for both 
men and women; and the provision of  adequate health care facilities and 
HIV/AIDS information and counselling to rural women.

What the convention says

• Article 12 requires State parties to take all appropriate measures to 
eliminate discrimination against women in the field of  health care in 
order to ensure, on a basis of  equality of  men and women, access to 
health care services, including those related to family planning.

• Article 14 requires State parties to take the problems faced by rural 
women into account and, in particular, to ensure rural women the 
right to have access to adequate health care facilities, including 
information, counseling and services in family planning.

• In its General Recommendation on HIV/AIDS, the CEDAW 
Committee has recommended that programmes to combat HIV/
AIDS give special attention to the factors relating to women’s 
reproductive role and their subordinate social position which make 
them especially vulnerable to HIV infection.

• In its General Recommendation on women and health (No 24), the 
CEDAW Committee has recommended that States parties implement 
comprehensive national strategies to promote women’s health, 
including interventions aimed at both the prevention and treatment 
of  diseases and conditions affecting women, as well as responding 
to violence against women, and ensuring universal access to a full 
range of  high-quality and affordable health care, including sexual and 
reproductive health services.

• In this General Recommendation the CEDAW Committee has 
recommended that state parties allocate adequate budgetary, human 
and administrative resources to ensure that women’s health receives 
a share of  the overall health budget comparable with that for men’s 
health, taking into account their different health needs. The Committee 
has also expressed its concern about the transfer of  health functions 
to private agencies, and has stated that States parties cannot absolve 
themselves of  their responsibilities I relation to women’s health by 
delegating these powers.

• In this General Recommendation the CEDAW Committee has 
recommended that State parties place a gender perspective at the 
centre of  all policies and programmes affecting women’s health and 
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involve women in the planning implementation and monitoring of  
such policies and programmes.

• In this General Recommendation the CEDAW Committee has 
requested States parties to report on the measures they have taken 
to eliminate barriers that women face in gaining access to health 
care services, and measures they have taken to ensure women timely 
and affordable access to such services. The barriers the Committee 
identified include requirements or conditions that prejudice women’s 
access such as high fees for health care services, the requirement of  
preliminary authorization by a spouse, parent or hospital authorities, 
distance from health facilities and absence of  convenient and 
affordable public transportation.

• In this General Recommendation the CEDAW Committee has 
requested States parties to report on policies and measures that address 
the health rights of  women from the perspective of  factors that differ 
for women in comparison to men, such as the need for confidentiality 
of  patients will affect both men and women, it may deter women from 
seeking advice and treatment and thereby adversely affect their health 
and well-being. Women will be less willing, for that reason, to seek 
medical care for disease of  the genital tract, for contraception or for 
incomplete abortion, and in cases where they have suffered sexual 
physical violence.

• In this General recommendation, the CEDAW Committee has 
requested states parties to report on measures to ensure quality 
health services, for example, by making them acceptable to women. 
The Committee noted that acceptable services are those which are 
delivered in a way that a women gives her fully informed consent, 
respect s her dignity, guarantees her confidentiality and is sensitive 
to her needs and perspectives. States parties should not permit forms 
of  coercion such as non-consensual sterilization, mandatory testing 
for sexually transmitted diseases or mandatory pregnancy testing as 
a condition of  employment that violate women’s rights to informed 
consent and dignity.

• In this General Recommendation, the CEDAW Committee has stated 
that states parties must provide reliable sex disaggregated data on 
the incidence and severity of  diseases and conditions hazardous to 
women’s health and nutrition and on the availability of  cost-effective 
preventive curative measures in order to enable the Committee to 
evaluate the adequacy of  measures taken in relation to women’s 
health.

…
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In General Recommendation No 5, the CEDAW Committee also 
enjoins States to eliminate or modify discriminatory laws and take action 
to implement the Convention by introducing measures to promote de facto 
equality between men and women.11 Also, in General Recommendation 
No 24, the CEDAW Committee observes that a gender perspective should 
be included in health policies to protect the health of  women in a manner 
as to eliminate discrimination between men and women. The CEDAW 
Committee says:

The duty of  States parties to ensure, on a basis of  equality between men and 
women, access to health care services, information and education implies an 
obligation to respect, protect and fulfil women’s rights to health care. States 
parties have the responsibility to ensure that legislation and executive action 
and policy comply with these three obligations. They must also put in place a 
system which ensures effective judicial action. Failure to do so will constitute 
a violation of  article 12.12

On its part, in determining the normative content of  the right to health 
under article 12 of  the ICESCR, the Committee on ESCR in General 
Comment 14 says that health facilities, goods and services have to be 
accessible to all without discrimination (in paragraph 12). Paragraphs 20 
and 21 are particularly clear on this matter (Box 8). 

Box 8.  Committee, ESCR – General Comment 14

…

Gender perspective

20. The Committee recommends that States integrate a gender perspective 
in their health-related policies, planning, programmes and research in 
order to promote better health for both women and men. A gender-
based approach recognizes that biological and sociocultural factors 
play a significant role in influencing the health of  men and women. 
The disaggregation of  health and socio-economic data according to 
sex is essential for identifying and remedying inequalities in health.

11 General Recommendation 5 (7th session 1988) Temporary Special Measures.

12 As above, para 13.
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Women and the right to health

21. To eliminate discrimination against women, there is a need to develop 
and implement a comprehensive national strategy for promoting 
women’s right to health throughout their life span. Such a strategy 
should include interventions aimed at the prevention and treatment 
of  diseases affecting women, as well as policies to provide access to a 
full range of  high quality and affordable health care, including sexual 
and reproductive services. A major goal should be reducing women’s 
health risks, particularly lowering rates of  maternal mortality and 
protecting women from domestic violence. The realization of  
women’s right to health requires the removal of  all barriers interfering 
with access to health services, education and information, including 
in the area of  sexual and reproductive health. It is also important to 
undertake preventive, promotive and remedial action to shield women 
from the impact of  harmful traditional cultural practices and norms 
that deny them their full reproductive rights.

Again, UN Commission on Human Rights, Resolution 2003/29 
on Access to Medicines in the Context of  Pandemics such as HIV/
AIDS, Tuberculosis and Malaria calls on States to pursue policies in 
accordance with applicable international law, including international 
agreements acceded to, which promote the accessibility of  all persons 
without discrimination, including the most vulnerable group or socially 
disadvantaged groups of  the population of  pharmaceutical products and 
technologies to treat HIV/AIDS, tuberculosis, malaria and the most 
common types of  infections that accompany them (paragraph 4(b)).

The SDG Goal 5 seeks the achievement of  gender equality and 
empowerment of  all women and girls. The defunct MDG 3 was also in the 
same light. It safeguarded against non-discrimination by advocating the 
promotion gender equality and the empowerment of  women. Women’s 
empowerment cannot be achieved in any way and towards no end if  their 
right to enjoy the highest attainable standard of  physical and mental health 
is not fulfilled. SDG Goal 5 deals with the need to improve on maternal 
health while MDG Goal 3 focused on the need to combat HIV/AIDS, 
malaria & other diseases. It should be noted that HIV disproportionately 
affects women and adolescent girls in Africa because of  vulnerabilities 
created by cultural, social and economic status. Women account for more 
than half  of  people living with HIV/AIDS (PLHVA) worldwide. Hence, 
the urgent need for medication. In fact, the global number of  people living 
with HIV rose, from 36.2 million in 2003 to 38.6 million in 2005, nearly 
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half  of  whom were women.13Since the early years of  the disease, the 
proportion of  women affected has tripled from 7 per cent in 1985 to 25 
per cent in 2014 and in 2015, 1 of  every 4 people living with HIV were 
women.14 However, it is currently estimated that both young men and 
women of  between 10-2415 

In the context of  HIV/AIDS specifically, the Revised Guideline 6 
of  the International Guidelines on HIV/AIDS and Human Rights 2006 
Consolidated Version16 obligates States to provide ARV and other safe and 
effective medicines to persons infected with HIV/AIDS (Box 9).

Box 9. International Guidelines on HIV/AIDS and Human Rights 
2006 Consolidated Version 

Guideline 6 (as revised in 2002): States should enact legislation to 
provide for the regulation of  HIV-related goods, services and information, 
so as to ensure widespread availability of  quality prevention measures and 
services, adequate HIV prevention and care information, and safe and 
effective medication at an affordable price. 

 States should also take measures necessary to ensure for all persons, 
on a sustained and equal basis, the availability and accessibility of  quality 
goods, services and information for HIV prevention, treatment, care and 
support, including antiretroviral and other safe and effective medicines, 
diagnostics and related technologies for preventive, curative and palliative 
care of  HIV and related opportunistic infections and conditions. 

States should take such measures at both the domestic and international 
levels, with particular attention to vulnerable individuals and populations. 

Meanwhile, the Recommendations for the Implementation of  Guideline 
6 below (Box 10) requires States to undertake measures to ensure that 

13 UN The Millennium Development Goals Report (2006) 14.

14 ‘Women, HIV and AIDS’ www.avert.org (accessed 8 April 2017).

15 ‘Women and Girls, HIV and AIDS’ Avert https://www.avert.org/professionals/hiv-
social-issues/key-affected-populations/women (accessed 12 November 2018).

16 See Joint United Nations Programme on HIV/AIDS (UNAIDS) International Guidelines 
on HIV/AIDS and Human Rights 2006 Consolidated Version (2006) HR/PUB/06/9 UN 
Publication Sales No E.06.XIV.4. Geneva: UNAIDS. 
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vulnerable groups of  persons particularly girls and women have equal 
access to treatment without discrimination. 

Box 10. Recommendations for the Implementation of Guideline 
6 International Guidelines on HIV/AIDS and Human Rights 
2006 Consolidated Version

(Joint United Nations Programme on HIV/AIDS (UNAIDS) (2006) 
International Guidelines on HIV/AIDS and Human Rights 2006 Consolidated 
Version; HR/PUB/06/9 UN PUBLICATION Sales No E.06.XIV.4. 
Geneva: UNAIDS, pp. 40/1. http://www2.ohchr.org/english/issues/
hiv/docs/consolidated_guidelines.pdf  (accessed 8 July 2011)

…
31. States’ legislation, policies, programmes, plans and practices should 

include positive measures to address factors that hinder the equal 
access of  vulnerable individuals and populations to prevention, 
treatment, care and support, such as poverty, migration, rural 
location or discrimination of  various kinds. These factors may have 
a cumulative effect. For example, children (particularly girls) and 
women may be the last to receive access even if  treatment is otherwise 
available in their communities.

32. … Mechanisms should be developed to enable affected communities 
to access resources to assist families who have lost income earners to 
AIDS. Particular attention must be paid to gender inequalities, with 
respect to access to care in the community for women and girls, as 
well as the burdens that delivering care at the community level may 
impose on them.

…

3.2 Barriers to women’s access to medicines

There are legal, social and cultural constraints to women’s access to 
medicines. All of  these culminate to weaken women’s access to medicines, 
most especially, the cultural patterns.

The legal constraints have already been discussed in the earlier chapters 
and do not specifically target women, except in some instances under 
national laws and policies, where discriminatory tendencies are identified 
but sometimes countervailed. The chief  legal constraints concern those 
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created by the rigid IP and trade regimes and policies that hinder access 
to medicines.

Social constraints include, but not limited to the following:

• Discrimination and vulnerability – In most traditional African 
societies, women are often shunned as a weaker sex who should not 
contribute to decision making processes and so limited to domestic 
chores and child upbringing; and 

• Stigmatization – in the case of  some illnesses scares women from 
receiving treatment as they avoid letting their condition known – 
confidentiality. Some health conditions as sterility are attributed 
only to women and never to men. In some societies, some illnesses 
are attributed to women as bearers of  the disease. The CEDAW 
Committee has noted that:

While lack of  respect for the confidentiality of  patients will affect both 
men and women, it may deter women from seeking advice and treatment 
and thereby adversely affect their health and well-being. Women will 
be less willing, for that reason, to seek medical care for diseases of  the 
genital tract, for contraception or for incomplete abortion and in cases 
where they have suffered sexual or physical violence.17

• Poverty – Most women in rural communities do not work except 
on farms and they are expected to depend on men for everything 
including purchase of  medicines. This is coupled with the fact that in 
some societies women are not allowed to inherit property. 

• Fear of  violence – Many women cannot go for treatment due to fear 
and incapacity to decide; for if  they take their own health matters 
in their own hands, they meet with violent repercussions from their 
husbands. The CEDAW Committee in General Recommendation 19 
on violence against women states that that gender-based violence is a 
form of  discrimination that seriously inhibits women’s ability to enjoy 
rights and freedoms on a basis of  equality with men18 (paragraph 1). 
The Committee further states that gender-based violence impairs or 
nullifies the enjoyment of  women’s human rights notably the right to 
health (paragraph 7).

• Lack of  education reduces knowledge of  health problems and 
understanding treatment – how treatment can be sought or even to 
follow drug prescriptions. 

17 As above, para 12(d).

18 (11th session 1992) http://www.un.org/womenwatch/daw/cedaw/
recommendations/recomm.htm#recom10 (accessed 5 June 2017).
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• Some women do not live women’s lives and so literally deny their 
status as women with particular health needs.

Cultural constraints: In some traditional societies, women are prohibited 
from seeking modern treatment and it is a taboo to be consulted by a man 
or for a man to be consulted by a woman. Sometimes, it is even believed 
that some illnesses are foreign (Western) and not African or that they are 
purely traditional and cannot be treated by modern medicines, but by 
traditional medicine and practices such as where an illness is believed to 
have been caused by witchcraft. 

The foregoing legal and sociocultural constraints/attitudes are far 
from being exhaustive while some are not fully proven. In any case, these 
constraints, whether real or abstract, limit the social autonomy of  women 
and put them in a subservient position to the extent that they lose all 
economic power and the necessary financial resources to avail themselves 
of  adequate treatment when they fall sick. Under such circumstances, 
when they fall sick, they would have to depend on the whims of  the men. 
However, there is not enough research so far to prove that women are 
poor and disempowered especially in modern societies and even some 
traditional societies. In the latter, women are more and more becoming 
breadwinners who go out to work in the farm or the office while husbands 
takes care of  domestic chores and care for the children. Even where this 
is not the case, women work together with their husbands and both take 
decisions affecting the life of  the family including health matters. 

Statistics show that women represent an increasing share of  the world’s 
labour force – over a third in all regions except Southern and Western Asia 
and Northern Africa.19 However, women still remain at a disadvantage in 
securing paid jobs. Wage differentials, occupational segregation, higher 
unemployment rates and their disproportionate representation in the 
informal and subsistence sectors limit women’s economic advancement. 
Sociocultural attitudes, employment policies and lack of  options for 
balancing work and family responsibilities or for controlling the timing and 
spacing of  births further contribute to inequality in the labour market.20

3.3 Overcoming the barriers to women’s access to medicines

There is little focused research on gender barriers to access to medicines 
and measure to overcome them. It is true that poverty is an active cause 
against access to medicines generally and women in the African context 

19 UN The Millennium Development Goals Report (2006) 8.

20 As above.
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are most affected. Consequently, in Africa, people tend to use drug-stores 
or road-side drug sellers for simple illness and hospitals for aggravated 
or more complicated treatment, while health centres are bypassed 
completely. Lack of  medical coverage insurance schemes, lack of  means 
of  transportation and lack of  information are also pointers to access 
problems. 

It is important amongst other things including circumventing the 
barriers just cited, to highlight the importance of  consulting extensively 
with communities in health policy measures concerning women, both on 
the barriers that prevent use of  services (cultural and poverty notably) and 
the types of  interventions that might be acceptable. It is also important 
to direct finance in a way that improves access through a combination of  
supply and demand measures. 

Sometimes, measures to overcome existing barriers become new 
barriers for cultural or other reasons of  ignorance or fear. For example, a 
study in the Democratic Republic of  Congo (DRC) and Nigeria expressed 
ambivalence about antiretroviral medications, based on the fact that 
the therapy does not cure the disease.21 Several participants in the DRC 
expressed the belief  that antiretroviral medicines were considered to be 
types of  sedatives or vitamins that make people feel good but have no 
impact on the progression of  the disease let them die. Meanwhile, in 
Nigeria, a male community leader was quoted as saying that ‘Government 
should stop giving drugs to those who are HIV-positive, as they come back 
healthy to infect others’22.

4 Children in need of paediatric care

Generally, persons from 0-18 years are under paediatric care for infants, 
children, and adolescents. In this analysis, focus is on infants although 
the story is true across the spectrum of  ‘children’. Generally speaking, 
children in need of  paediatric care may not necessarily form a minority 
rights group but the concern here is that children within the paediatric age 
group are more likely to face health problems in poorer countries than 
those in developed countries with good health insurance coverage. 

21 UNAIDS ‘Gender matters: Overcoming gender-related barriers to prevent new HIV 
infections among children and keep their mothers alive’ (2014) 9 http://www.unaids.
org/sites/default/files/media_asset/JC2647_en.pdf  (accessed 20 June 2017).

22 As above.
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Paediatric care encompasses a broad spectrum of  health services 
ranging from preventive health care to the diagnosis and treatment of  
acute and chronic diseases.23

4.1 The peculiarity of children’s health situation

It is estimated that millions of  children die every year before they reach 
the age of  5 years, of  conditions treatable with existing medicines.24 In 
2012 alone, 6.6 million children across the globe died under the age of  5 
from treatable diseases (including malaria, pneumonia, diarrhoea, HIV 
infection and AIDS). 99 per cent of  the deaths occurred in middle and 
low income countries. In 2015, the number fell slightly to 5.9 million.25 
Children and young people are also among the worst affected by the 
HIV epidemic, in large part due to mother-to-child transmission and 
slow progress in the prevention, diagnosis, and treatment of  HIV in 
children specifically.26 The medicines in most cases exist but the issue is 
the absence of  paediatric formulas. 22 per cent of  new-born deaths are 
due to infections such as septicaemia, pneumonia, diarrhoea and malaria. 
Oral antibiotics administered in community settings can reduce all-cause 
neonatal mortality by 25 per cent and pneumonia-specific mortality by 
42 per cent. Childhood pneumonia and diarrhoea are the most important 
causes of  childhood mortality and account for about 30 per cent of  all 
child deaths worldwide.

The main cause of  this high morality in children is the inaccessibility 
to quality and affordable medicines. Children in need of  paediatric care 
do not generally lack medicines since most of  the illnesses within the 
age group are not uncommon. Lack of  medicines is not the single most 
important health problem of  children, but access thereto. Scarcely half  
of  all children with severe acute pneumonia receive antibiotics, and of  

23 See (2015) 135(4) Journal of  the American Academy of  Pediatricians https://pediatrics.
aappublications.org/content/pediatrics/135/4/780.full.pdf  (accessed 23 July 2019).

24  K Hoppu & S Ranganathan ‘Essential medicines for children’ (2014) Progress Reports 
http://adc.bmj.com/ (accessed 23 July 2019).

25 WHO ‘World Health Statistics 2016: Monitoring Health for the Sustainable 
Development Goals (SDGs)’ (2016) World Health Organization cited in X Sun et al 
‘Availability, prices and affordability of  essential medicines for children: a crosssectional 
survey in Jiangsu Province, China’ (2018) BMJ Open Access 2.

26  See n 3 above.
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children with acute diarrhoea, for example, less than 1 per cent receive 
zinc.27

4.2 Brief over view of the general human rights framework 
for children’s access to medicines 

Article 24(1) CRC enunciates States Parties’ commitment to recognise the 
right of  the child to the enjoyment of  the highest attainable standard of  
health and to health facilities for the treatment of  illness and rehabilitation 
of  health. In tandem, CRC General Comment 15 (2013) on the right of  
the child to the enjoyment of  the highest attainable standard of  health 
(article 24), emphasises States’ obligation to make all essential medicines 
on the WHO Model Lists of  Essential Medicines, including the list for 
children (in paediatric formulations where possible) available, accessible and 
affordable. At the African regional level, the ACHPR provides in article 
16 that ‘[e]very individual shall have the right to enjoy the best attainable 
state of  physical and mental health’. Meanwhile, in protecting the welfare 
interests of  the child, the ACRWC takes into account the right to health 
and health services in article 14(2), which invariably encompasses access 
to medicines. 

In 2007, the World Health Assembly passed a Resolution on ‘Better 
Medicines for Children’, urging member states to meet children’s 
medication needs including by identifying appropriate dosage forms 
and strengths of  medicines for children, investigating whether currently 
available medicines could be formulated to make them suitable for use 
in children, promoting access to essential medicines for children by 
including them on the essential medicines list (EML), while encouraging 
procurement and reimbursement medicine schemes as well as measures to 
monitor prices.28 Yet, meaningful results could not be achieved as a result 
of  poor implementation. 

Against this backdrop, the Sustainable Development Goals (SDGs) 
now aim at ending preventable deaths of  newborns and children under 5 
years of  age. Concretely, the health target for SDG 3 on ‘Ensure healthy 
lives and promote wellbeing for all at all ages’ aims to end preventable 
deaths of  newborns and children under 5 years of  age, with all countries aiming to 
reduce neonatal mortality to at least as low as 12 per 1000 live births and under-5 
mortality to at least as low as 25 per 1000 live births. Whether this would be 
achieved, is not certain. It would be recalled the then 2000 MDG Goal 4 

27 ‘Essential medicines for children’ (2015) 100 BMJ Journals (Suppl 1) https://adc.bmj.
com/content/100/Suppl_1 (accessed 24 July 2019).

28  Paras 1(1), (2) & (6).
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was on the reduction of  child mortality by two thirds by 2015. At the time, 
the WHO proposed that reaching the MDGs on reducing child mortality 
required universal coverage with effective and affordable interventions. 
Medicine was, of  course, cited as one of  the most important measures, 
while rational medicine treatment and prevention could avoid 8.1 million 
children under 5 years old from death each year. However, by 2014, just 
two years before the end of  the MDGs, the progress report here showed 
a dismal realisation picture. The results showed that all regions, with the 
exception of  sub-Saharan Africa and Oceania, had succeeded in reducing 
their under-five mortality rate by more than half.29 

4.3 Key challenges to access to medicines by children under 
paediatric care

Numerous barriers to access to medicines by children that are captured by 
Finney (Box 12). Many medicines for priority diseases are not developed 
for children and even when they are, they do not reach the children who 
need them most. As mentioned before, children lack medicines that have 
been manufactured exclusively for paediatric use and as such lack of  child 
appropriate dosages and specifications.30

Medical staffs and guardians of  children tend to use reduced doses 
of  adult medicines, as well as crush tablets or dissolve capsules in water 
to prepare medicines for children. This means mathematical calculations 
have to be done to reduce the adult dosage to the age and weight of  the 
chid and this may cause problems of  proper calculations. Besides, even 
at a reduced ‘adapted’ dose, the medicine may be harmful to the tender 
system of  the child. In 2007, reviews showed a lack of  suitable dosage 
forms of  priority medicines for children, such as fixed dose combinations 
for malaria and tuberculosis, and antibiotics for neonatal infections. While 
some fixed dose combinations were available for malaria and tuberculosis, 
none were ideal for use in children.31

29 The Millennium Development Goals Report ‘Goal 4: Reduce child mortality’ (2014) 
24 https://www.un.org/millenniumgoals/2014%20MDG%20report/MDG%202014 
%20English%20web.pdf  (accessed 25 July 2019).

30 For example, the Chinese pharmaceutical manufacturers lack the motivation to produce 
the children’s essential medicines. Although there are more than 4000 pharmaceutical 
manufacturers in China, only approximately 5 per cent of  the pharmaceutical 
manufacturers are willing to produce children’s essential medicines. According to 
the statistical results, just 0.17 per cent of  pharmaceutical enterprises are specialised 
in the production of  paediatric medicines. See H Xiaoyu ‘Sales of  paediatric drugs: 
professional success, brand first’ (2017) 3 Zhongguo Yao Dian Za Zhi 68 cited in Sun 
(n 25) 8.

31 E Finney ‘Children’s medicines: A situational analysis’ (2011) WHO 5.
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 Furthermore, there is lack of  cost-effective medicines for children 
particularly in the context of  poverty affecting in African countries. The 
few existing paediatric fixed dose combinations developed for children 
are generally more expensive than the adult dosage form. Doctors are 
sometimes accomplices of  pharmaceutical companies in promoting the 
sales of  the latter through prescriptions, in return for commission. In other 
words, they receive a direct financial incentive to prescribe more expensive 
medications. It has been reported that in China, for example, doctors 
obtain sizeable commissions from pharmaceutical firms on prescriptions 
of  their medicines.32

Box 12. E Finney ‘Children’s medicines: A situational analysis’ 
(2011)

https://www.who.int/childmedicines/progress/CM_analysis.pdf  
(accessed 30 October 2021)

…

2.2  Barriers limiting medicines for children & 
recommendations to remove them

Through these catalytic events WHO and partners identified gaps in 
knowledge, research, development, regulations, legislation, and supply 
systems that needed to be addressed to improve access and use of  
medicines for children.

Research and development gaps

More research was needed to provide (1) the necessary specifications 
for medicines that did not exist, and (2) the safety and efficacy data for 
proper dosing in children for medicines that existed in adult formulations. 
Without this information manufacturers were not able to develop new 
medicines for children or adapt existing medicines so that they could 
be used safely and effectively in children. Examples of  these types of  
medicines included those for second-line treatment of  tuberculosis 
resistant to existing medicines, tuberculosis/HIV coinfection, and selected 
neglected diseases. Additional research was also needed to improve safety 
monitoring, namely identifying delayed adverse effects of  medicines in 
children; to determine characteristics of  an optimum dosage form for 

32 Sun et al (n 25) 9.
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children; and to develop independent evidence-based prescribing advice 
for health-care providers. Gaps in the development of  children’s medicines 
were identified where the necessary child specific data existed but (1) 
medicines needed to be developed or (2) existing medicines needed to 
be adapted by the pharmaceutical industry to be safe for use in children. 
For example, fixed dose combinations are the recommended treatment 
for several illnesses since they reduce the number of  tablets patients must 
take, which in turn improves adherence.

However, challenges were identified relating to their development for 
use in children. The required ratios of  active ingredients vary depending 
on the age, size and physiological condition of  the child. And, fixed dose 
combinations are generally not needed in developed country markets, 
therefore studies on their use in children have rarely been done.

…

While some fixed dose combinations were available for malaria and 
tuberculosis, none were ideal for use in children. Fixed dose combination 
formulations to treat HIV/AIDS in children were in development.

For some other children’s medicines, the market had not proven 
sufficiently profitable to justify pharmaceutical investment. Therefore 
manufacturers were reluctant to undertake the research and development 
required to produce medicines for children. The market failure and related 
lack of  development revealed a need to provide appropriate guidance 
and incentives for the pharmaceutical industry to develop children’s 
medicines. Increased efforts were also needed to encourage procurement 
agencies, health-care providers, and parents to demand better medicines 
for children and, thereby, build the market. The pharmaceutical industry 
also identified the need for international quality and safety norms 
and standards for manufacturing formulations for children to guide 
development and production. Complicating the development of  children’s 
medicines were the ethical concerns surrounding clinical trials involving 
children and the lack of  global standards for testing efficacy and safety. 
For this reason many medicines have not been properly tested in children, 
making it difficult for national drug regulatory authorities to approve their 
use by children. Poor access and use of  children’s medicines is further 
limited by a lack of  regulatory guidelines and mechanisms to encourage 
the registration of  medicines for use in children. Also, there is a lack of  
capacity in many countries to assess applications for registration.
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Access and use gaps

A number of  factors limiting access and use of  medicines for children 
were identified. In these cases children’s medicines existed, but were not 
reaching those who needed them. Barriers to access and use included lack 
of  information, lack of  appropriate dosage forms, pricing, and supply 
system challenges. Essential medicines for children that were affected by 
these barriers included pain medication, particularly for palliative care; 
oral rehydration salts with zinc to treat diarrhoeal diseases; child specific 
antibiotics for pneumonia; and asthma medication.

Many medicines continue to be used in children ‘off-label’. To better 
inform health-care providers of  optimum use of  medicines in children, 
the need for evidence-based prescribing information and comprehensive 
clinical treatment guidelines for health-care providers were deemed 
priorities.

Although WHO had recently developed the Model List of  Essential 
Medicines for Children, very few countries had adapted their national 
essential medicines lists to include these medicines. Many countries base 
their procurement on their national essential medicines lists.

If  medicines were not on the list, it is unlikely that they would be 
available on the shelves of  pharmacies and central medical stores. 
Other barriers to the supply and use of  medicines for children included 
inappropriate dosage forms, difficulty administering adult dosage forms in 
appropriate doses for children, high costs for shipping and storage, cold-
chain challenges, and affordability.

While medicines may be vital to cure or manage health situations and cure 
diseases, they could be lethal when misused or procured for ends other 
than for duly diagnosed pathologies. Children are increasingly becoming 
victims of  this trend and, as in the case of  adults, this is the flipside of  the 
access to medicines saga. The illegal use of  medicines amongst teenagers 
for non-therapeutic purposes but for pleasure leading to addiction is 
growing alarmingly. Children and teens often share and take medicines 
without understanding the dangers especially within school milieus.

Prescription and over-the-counter (OTC) medications, when used 
correctly, can cure many ailments. But when they are abused misused 
or left unattended, they can be deadly – especially for children. Research 
in the US, for example, indicates that children begin to self-medicate as 
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early as 11 years old.33 Whether to cope with stress, fit in with their peers 
or attempt to alleviate symptoms of  an underlying condition, this risky 
behaviour can lead to overdose, addiction and death. In the US, more 
than 10,000 children younger than 18 end up in emergency rooms every 
year for self-administering and overdosing on OTC medicines.34 Such 
studies are lacking in Africa but it is well-known that school children 
in Africa are involved in drug abuse. In Cameroon, for example, there 
has been repeat reported cases of  such abuse in schools leading to some 
children getting into trance, while students have been regularly found with 
drugs like Dopamine and Tramadol.

4.4 Overcoming challenges: towards increased access 

It is important that states take on their duty to ensure access to medicines 
to children. Apart from adopting a rights-based approach to access to 
medicines generally, one of  the ways suggested by Zhang is to raise global 
awareness on the need for all states to have an essential medicines list 
(EML) for children as prescribed by the 2007 World Health Assembly 
Resolution mentioned earlier. 35 Hence, according to Zhang, states can 
learn from good practices including advances by BRICS36 countries like 
the EML for children in China India and South Africa. The EML formula 
has been adopted by most UN agencies (notably UNICEF), NGOs and 
other international non-profit supply agencies who limit the medicines they 
purchase for donations to those on the EML. Thus, these organisations 
and agencies would not readily purchase and donate medicines out of  the 
EML

Policy measures at different technical levels may inform avenues 
for ensuring access to medicines for children. It has been suggested that 
best options for delivery, labelling, and packaging of  new medicines, 
universal dosing aids for easy and safe administration of  medicines for 
children, clinical evidence for priority medicines, growing systems for 

33 ‘Misuse, abuse of  medicines can seriously harm children’ National Safety Council 
https://www.nsc.org/home-safety/safety-topics/child-safety/medicine (accessed  
28 July 2019).

34 As above.

35 L Zhang ‘Children’s Access to Medicines: Experience of  China’ (2014) https://www.
who.int/medicines/areas/policy/goodgovernance/Lingli_Zhang_Access_Children_
Medicines.pdf ?ua=1 (accessed 24 July 2019).

36 A group of  five newly emerging economies, today spanning across five continents, 
founded in 2006; initially called the ‘Big Four’ – Brazil, Russia, India, and China – 
before South Africa joined in 2010.
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capacity building and training, continuously promoting the uptake of  new 
medicines, could meet policy ends.37 

Advocacy and litigation can enhance the human rights-based approach 
by making use of  relevant provisions in national constitutions relating 
to the right to health. For example, the Supreme Court of  Argentina 
held in one case that it was unconstitutional for the National Bank of  
Antineoplastic Drugs halting the provision of  free Neutromax 300 – a drug 
on which a child with severe bone marrow defect was entirely dependent 
– and that the federal state had the duty to provide medicines because of  
its international and constitutional responsibilities.38 The landmark South 
African Constitutional Court case of  Ministry of  Health v Treatment Action 
Campaign (TAC) is also instructive.

When the World Health Assembly passed the 2007 resolution calling 
for specific actions from WHO and Member States to improve access 
to better medicines for children, WHO published the first WHO Model 
List of  Essential Medicines for Children and launched make medicines 
child size, an international advocacy campaign to raise awareness and 
promote global action. Key guidance tools and documents to assist in the 
development and better use of  medicines in children have been developed 
such as a web-based clinical trial registry, a Model Formulary based on 
the WHO Model List of  Essential Medicines for Children, a Sources and 
Prices Guide, and a number of  evidence based norms and standards. Also, 
WHO has identified fixed dose combinations and flexible solid oral dosage 
forms as being the best for delivering medicines to children.39 Meanwhile, 
funding to WHO from the Bill and Melinda Gates Foundation for the 
Better Medicines for Children project have helped to promote access to 
medicines for children.40 

In addition to increased funding, an adapted procurement and supply 
chain is necessary. Most paediatric formulations generally come in liquid 
form. As such, they have lesser shelf  lives, are difficult to transport and 
occupy more storage space. Fixed dosage combinations in tablet format 
will ease procurement, supply and curb spoilage occasioned by the short 
shelf  life of  liquid formulations. 

37 Finney (n 31) 13.

38 Campodónico de Beviacqua, Ana Carina v Ministerio de Salud y Acción Social – Secretaría de 
Programas de Salud y Banco de Drogas Neoplásicas C 823 XXXV (2000) cited in Health 
and Human Rights Resource Guide (2017).

39 See generally Finney (n 31) 2.

40 Funding for research and development by providing evidence and guidelines, fill 
knowledge gaps, encourage access in selected countries, and advocate for better use of  
medicines in children at both the global and country level.
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5 Persons with Disabilities (PWD) and access to 
medicines

A disability is a physical or sensory or mental condition which impairs 
one’s physical ability to move, feel see or perceive or see or, which restricts 
their intellectual capacity to reason or think properly. In other words, a 
disability affects a person’s mobility, mental, sight or sensory functions to 
undertake or perform a task in the same way as a person who does not have 
one. A disability therefore either affects a person’s capacity to interact with 
others, learn and get about independently. The disability ratio is currently 
estimated at about 1 in 5 people (15 per cent of  the world’s population, 
or 1 billion people) worldwide living with at least one disability, and will 
the possibility that most people will experience a disability of  some form 
during the course of  their lives.41

However, having a disability is not synonymous to being unhealthy or 
that one cannot be healthy. As a matter of  fact, a person with a disability 
needs health care and health programs for the same reasons as anyone 
else does. But, such persons constitute a minority group with special rights 
including health rights.

5.1 Scope of, and approaches to disability

Traditionally, disabilities could generally be grouped in eight broad 
categories, which invariably overlap since one condition may have similar 
or the same qualities of  another, or may be a consequence, origin or 
accompanying factor of  another, as the case may be: 

• Mobility and Physical Impairments;
• Spinal Cord Disability;
• Head Injuries (TBI) – Brain Disability;
• Vision Disability;
• Hearing Disability;
• Cognitive or Learning Disabilities; and
• Psychological Disorders.

So far, there is paucity of  literature focusing on access to medicines with 
respect to PWD but the general parameters of  the right to health and 
access to medicines pertaining to other minority groups are applicable 
here and perhaps with more emphasis no less than in the case of  children 

41  ‘Health and disability: reports, news and medical condition overview’ (2019) https://
www.disabled-world.com/health/ (accessed 24 July 2019).
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needing special paediatric care and women, under the general principles 
of  equality and non-discrimination. PWD have the same general health 
care needs as everyone else, and therefore need access to mainstream 
health care services.

PWD may be said to have poor health when they do not have access to 
the requisite heath care factors to alleviate their conditions. These factors 
may be economic (poverty) and environmental, which inhibit or restrict 
participation of  the individual’s involvement in life situations, some of  
which ensure his/her social reinsertion. Once these factors are guaranteed 
and the PWD’s condition is stabilised the person is no longer in a poor 
state of  health.

Environmental factors include all the physical and social aspects of  the 
environment that may affect a person’s experience of  disability, including 
equipment used or personal assistance provided. Environmental factors 
may act as facilitators that diminish disability, or barriers that create it. 
Health conditions including access to medicines may be a prerequisites but 
not a determinant for ensuring the social reinsertion. This is because there 
are some pathological disabilities, which are finite from birth, while others 
being improvable conditions through other medical therapies alongside 
medicines. As such, access to medicines like the environmental factors 
may only determine partially determine the ‘good health’ or general 
wellbeing of  PWD.

Issues of  disability and health rights therefore are not and cannot be 
limited to access to medicines but also, and even more importantly, to 
therapeutic considerations since the very nature of  disabilities is a holistic 
or integrative therapy, involving surgical processes and non-surgical 
processes including medicines psychiatric care kinesiotherapy, where 
necessary. 

This section therefore does not attempt to discuss the broad spectrum 
of  disability health rights and is limited to the access to medicines 
component. 

5.2 Disabilities health human rights framework 

PWD have largely remained on the margins of  the human rights debate and 
unable to enjoy the full range of  human rights as a result of  marginalisation 
and poverty. Amongst other things, they are denied their rights to choose 
medical treatment. Yet, the protection of  the health rights of  PWD is 
grounded in the UDHR and guaranteed in other human rights treaties. 
The 2006 Convention on the Rights of  Persons with Disabilities (CRPD) 
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offers sufficient standards of  protection for the civil, cultural, political, 
economic and social rights of  persons with disabilities on the basis of  
inclusion, equality and non-discrimination. With respect to health, article 
25 of  CRPD reinforces the right of  persons with disabilities to attain the 
highest standard of  health care, without discrimination. It is submitted that 
the CRPD, signalled a ‘paradigm shift’ from traditional charity-oriented 
medical-based approaches to disability, to one based on human rights.42

The SDGs stress the need for improving access to healthcare services 
for all through Universal Health Coverage (UHC). This includes all 
population sub segments including people with disabilities. Article 13 
of  the ACRWC recognises the right of  every child who is mentally or 
physically disabled to special protection to ensure his or her dignity, 
promote his or her self-reliance and active participation in the community.

Article 25 of  the CRPD expressly requires States to provide health 
care to persons with disabilities. This healthcare includes access to 
medicines and other health services. However, in as much as PWD are 
in need of  medicines as one of  the means of  treating or improving on 
current disability or preventing (further) disability, it should be voluntary 
and based on informed consent. In low and middle income countries, 
some of  these standards appear to be a myth and sound foreign. In the 
typical context of  poverty and under-development in Africa, for example, 
the concern of  most people generally is just to have access to minimum 
affordable medical care – all other lofty considerations including the issue 
of  informed consent simply do not exist. This is even more so in the case 
of  PWD who, because of  social stigma and cultural ostracism as a result 
of  their state, and just want to get rid of  it in order to find space in the 
community.

Still, access to public health goods including access to medicines 
would not entail involuntary treatment. In the opinion of  the Committee 
on the Rights of  Persons with Disabilities, in a Statement Adopted during 
its 20th session (Geneva, 27 August to 21 September 2018), any such 
attempt of  involuntary treatment ‘blatantly conflicts with the human 
rights of  persons with disabilities recognised by the Convention on the 
Rights of  Persons with Disabilities’. This reaction came against the 
backdrop of  an attempt to introduce a draft Additional Protocol, (to the 
Council of  Europe Convention for the Protection of  Human Rights and 
Dignity of  the Human Being with regard to the Application of  Biology 

42 UN ‘Human rights of  persons with disabilities’ UN Human Rights Office of  
the High Commissioner https://www.ohchr.org/EN/Issues/Disability/Pages/
DisabilityIndex.aspx (accessed 25 July 2019).
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and Medicine: Convention on Human Rights and Biomedicine – Oviedo 
Convention) which purportedly aims at protecting the rights of  all persons 
with ‘mental disorders’ with regard to the use of  involuntary placement 
and involuntary treatment (Box 13).

The Statement notes further that article 14 of  the CRPD prohibits all 
unlawful or arbitrary deprivation of  liberty of  persons with disabilities, 
clarifying that the existence of  impairment cannot justify a deprivation 
of  liberty. Article 12 CRPD recognises the right of  PWD, including those 
with psychosocial disabilities, to equal recognition before the law and to 
enjoy legal capacity on an equal basis with others. It sets forth two positive 
aspects of  personal autonomy: respect for one’s own choices shaped by 
individual will and preferences, and promotion of  personal autonomy 
through supported decision-making. In this regard, States parties have an 
obligation not to deprive PWD of  the right to make and pursue their own 
decisions, nor to permit substitute decision-makers to provide consent on 
their behalf. Instead, States parties must provide persons with disabilities 
with access to different forms of  support arrangements for the exercise of  
their legal capacity, including the provision of  consent.

Box 13.

Statement by the Committee on the Rights of  Persons with Disabilities calling 
States parties to oppose the draft Additional Protocol to the Oviedo Convention, 
Adopted during the Committee’s 20th session, held, from 27 August -  
21 September 2018 in Geneva

Excerpt

…

The draft Additional Protocol, which purportedly aims at protecting the 
rights of  all persons with ‘mental disorders’ with regard to the use of  
involuntary placement and involuntary treatment blatantly conflicts with 
the human rights of  persons with disabilities recognised by the Convention 
on the Rights of  Persons with Disabilities. It violates particularly article 5 
on equality and non-discrimination in conjunction with articles 12 on the 
right of  equal recognition before the law, article 14 on the right to liberty 
and security, article 17 on the right to physical and mental integrity, and 
article 25 on the right to health. 

…
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Article 14 of  the Convention on the Rights of  Persons with Disabilities 
prohibits all unlawful or arbitrary deprivation of  liberty of  persons with 
disabilities, clarifying that the existence of  impairment cannot justify 
a deprivation of  liberty. Prevalent mental health laws nowadays justify 
detention on the grounds of  actual or perceived mental impairment, or 
based on potential dangerousness to themselves or others. While the 
criteria purport to be objective and reasonable, in practice they have the 
effect of  targeting persons with disabilities, in particular persons with 
psychosocial and persons with intellectual disabilities who are commonly 
considered as being dangerous and in need of  treatment or care. Hence, 
such measures are discriminatory and in contradiction of  the prohibition 
of  deprivation of  liberty on the grounds of  impairment, and the right to 
liberty on an equal basis with others prescribed by article 14. States have 
an obligation to replace the use of  coercive psychiatry with support in 
decision making on health related matters and alternative service models 
that are respectful of  the will and preferences of  the person.

Persons with intellectual or psychosocial impairments are frequently 
considered dangerous to themselves and others when they do not consent 
to and/or resist medical or therapeutic treatment. All persons, including 
those with disabilities, have a duty to do no harm. Legal systems based 
on the rule of  law have criminal and other laws in place to deal with the 
breach of  this obligation. Persons with disabilities are frequently denied 
equal protection under these laws by being diverted to a separate track 
of  law, including through mental health laws. This situation would be 
perpetuated by the Additional Protocol to the Oviedo Convention. These 
laws and procedures commonly have a lower standard when it comes to 
human rights protection, particularly the right to due process and fair trial, 
and are incompatible with article 13 in conjunction with article 14 of  the 
Convention. 

Article 25 of  the Convention on the Rights of  Persons with Disabilities 
expressly requires States to provide health care to persons with disabilities 
on the basis of  free and informed consent. Health professionals are 
therefore obliged to ensure that consent is always provided before any 
medical intervention can be performed. On the basis of  respect for a 
person’s consent, people are also entitled to refuse treatment, even when 
there is ground to believe that treatment would benefit their health. 
Persons with psychosocial disabilities should be treated no differently, and 
as a result, they enjoy the same right to accept or refuse medical treatment.

Furthermore, involuntary placement and treatment represent also a 
threat to the right to physical integrity, as recognised by article 17 of  the 
Convention on the Rights of  Persons with Disabilities. In practice, these 
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non-consensual interventions entail the use of  force, chemical or physical 
restraints, isolation, seclusion, or sedation. Such practices exceed the 
scope of  the right to health and may amount to torture or cruel, inhuman 
or degrading treatment.

5.3 Challenges to access to medicines by PWD

PWD continue to be marginalised and discriminated against in several 
African communities as a result of  cultural and other traditional beliefs 
and considerations. Access to medicines problems only worsen their 
health plight. Improved access, where necessary, could improve underlying 
disability conditions and influence change of  negative perceptions, 
even where they are still very strong, and enable acceptance, increased 
inclusion and participation of  PWD. Improving access to quality treatment 
including medicines is currently, therefore, the most important strategy to 
reduce disability and death from many diseases.

Among PWD, children and women are a special sub set. Women in 
particular, face a peculiar situation in that they have additional sexual 
and reproductive health needs and prenatal, natal, and post-natal care 
needs compared to women without disabilities or other segments of  the 
population. This situation warrants more urgent access needs to access to 
medicines. In the absence of  health insurance schemes, women remain in 
a precarious situation. 

On a similar note, visually impaired individuals face access difficulty 
in the sense that they are particularly at higher risk for experiencing a 
medication error from poor management. The presumption therefore 
is that visually impaired patients are less suitable to manage their own 
medication as a result of  low literacy rates amongst such populations 
particularly in the context of  middle and low income countries.43 They do 
not receive appropriate assistance regarding medicine use and having low 
awareness in medication management. This can lead to increased risk of  
medication errors or misuse. This is so where even where there are braille 
indications on the medicine’s packaging but the visually impaired is unable 
to read them because he/she is not braille literate. Consequently, visually 
impaired populations often need to seek help from family members or 
caregivers, rely on their memories, or use an assisting device in managing 
their medications.

43  L Zhi-Han et al ‘Medication-handling challenges among visually impaired population’ 
(2008) 8(1) Archives of  Pharmacy Practice 8-9.
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Common factors such as distance to a health facility, costs of  care, 
transportation facilities, and lack of  awareness about availability of  services 
are also flagged as major barriers to accessing health care by PWD. Cost 
is important here since most African countries are low income countries. 
The cost of  health care is a major concern for PWD in these countries in 
the absence of  health insurance schemes. It is estimated that 90 per cent 
of  the population in middle and low income countries purchase medicines 
out of  pocket, making medicines the second largest family expenditure 
after food.44 This situation also spells the problem of  inadequate funding 
and procurement. Furthermore, general lack of  appreciation of  the needs 
of  PWD by providers and administrators and ill-treatment by providers of  
PWD are also a common factors impeding access to health care services 
generally, including medicines.

Because of  stigma, PWD tend to avoid the public sphere including 
medical facilitates especially in very strong in most African traditional 
communities where disability, particularly the physical and mental forms, 
are considered as an ill-omen or a spell bringing misfortune in the family 
or community.

5.4 Overcoming challenges 

Overcoming these challenges require legal and policy efforts against the 
background of  the political will by national governments. While health 
related laws and policies should be strengthened to reduce hurdles and to 
promote access to medicines for all, sensitisation and awareness raising in 
traditionalist/culturally-bound communities is fundamental to eliminate 
negative cultural and traditional considerations and influences, which 
occasion introversion among PWD and fuel their marginalisation in 
society.

PWD in Africa largely come from low incomes backgrounds. National 
governments should consider subsidising cost of  medicines through health 
insurance schemes for marginalised groups. Higher costs of  medicines 
push PWD to further poverty. It has been seen that most households in 
middle and low income countries foot their health bills directly from their 
pockets thus exerting extra financial strain on their pocket book, thereby 
deepening their poverty situation. 

44 A Cameron et al ‘Medicine prices, availability, and affordability in 36 developing 
and middle-income countries: A secondary analysis’ Lancet (2009) 373(9659) 240-9 
cited in P Sandeep et al ‘Overcoming obstacles to enable access to medicines for non-
communicable diseases in poor countries’ Health Affairs (2015) 1570 https://www.
healthaffairs.org/doi/pdf/10.1377/hlthaff.2015.0375 (accessed 28 July 2019).
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Basic braille literacy education should be instituted amongst 
uneducated persons with visual impairment to enable them use medicines 
properly. Presently, braille indications are only on the packaging of  some 
medicines. The indications are limited to the name of  the medicines. 
Pharmaceutical and generic producers (including off-patent generic 
producers) of  medicines should be encouraged to extend braille indications 
all packaging of  medicines and their leaflets containing the posology and 
other therapeutic and side effects indications of  the medicines. 

PWD should not just see themselves as beneficiaries of  health goods 
but as subjects of  rights that can be claimed and enforced. Disability 
peoples’ organisations and other civil society actors have a role to play 
here in terms of  sensitisation, awareness raising, advocacy and capacity 
building. 

6 LGBT people and access to medicines 

LGBT people around the world face discrimination, persecution and 
violence because of  their sexual orientations, which are deemed asexual 
or atypical. These sexual orientations are criminalised in several countries 
across the world and in most African countries. These countries overtly 
exclude and violate the fundamental rights of  LGBT people. Meanwhile, 
they are targets of  torture or ill-treatment by law enforcement agencies, 
communities and their families for both their identity and activism. LGBT 
rights defenders also face threats, harassments and persecutions from these 
same shades, regardless of  their sexual orientation and gender identity. 

It is true that in the current context of  resistance in most African 
communities of  LGBT rights, persons in this category suffer from 
prejudice and discrimination in accessing medicines and health care 
generally. But while the human rights of  LGBT people and LGBT 
defenders are violated as a result of  the discrimination, they do not relent 
as they fight back denouncing the violations and clamouring for equal 
rights for LGBT people, especially in the context of  access to health 
services. Discrimination alone is a contributor to the health problems 
affecting the LGBT population. LGBT groups are known to suffer from 
myriad health problems such as alcohol abuse, tobacco and illicit drugs, 
obesity, unprotected sex, STDs and HIV/AIDS, cervical and breast 
cancer, bullying and violent behaviour.45 Discrimination leads more often 
to institutional stigmatisation and more importantly, homophobia.

45 G Albuquerque et al ‘Access to health services by lesbian, gay, bisexual, and transgender 
persons: Systematic review’ (2016) 16 BMC International and Health Rights 2 www.ncbi.
nlm.nih.gov/pmc/articles/PMC471451/#_ffn_sectitle (accessed 29 June 2017).
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Communication difficulties, prejudiced conduct by health personnel, 
breach of  confidentiality during consultations, disclosure of  sexual 
orientation in health services, internalised homophobia as well as internal 
and peer homophobia amongst LGBT people themselves hinder access. 
Shame or fear of  reprisals of  disclosure of  sexual orientation of  members 
especially among gay and bisexual men has led to increased health 
problems requiring more medicines such as anxiety, sexual compulsion, 
relationship problems, and use of  psycho active substance. Besides ethico-
cultural and religious reprisal and punitive laws and norms of  society 
continue to restrict and infringe on the rights of  LGBT people affecting 
their health yet because of  these they cannot open up and enjoy access 
to medicines for their conditions. As such, there are both internal and 
external homophobic factors influencing access to medicines amongst 
LGBT people.

Social, ethical, cultural and legal arrangements as well as family 
teachings and religion influence access encourage discrimination, 
stigmatization and institutionalised homophobia. The first outlet is self-
medication, which may both be inadequate and unadapted, leading to 
more health problems requiring further medications. A vicious cycle of  
non-access is therefore instated.

6.1 Legal framework for access to medicine for LGBT

Key human rights principles essential for the effective protection of  
LGBT people can be found in existing international instruments such 
as the UN Charter 1945, International Covenant on Civil and Political 
Rights (ICCPR) 1966, Convention on the Elimination of  All Forms of  
Racial Discrimination against Women (CEDAW) 1979, Convention 
against Torture and Other Cruel, Inhumane or Degrading Treatment or 
Punishment (CAT) 1984), International Covenant on Economic, Social 
and Cultural Rights (ICESCR) 1966 and Convention on the Right of  the 
Child (CRC) 1989. Regional instruments applicable to violations based 
on sexual orientation and gender identity include the African Charter on 
Human and Peoples’ Rights (ACHPR) 1981, European Convention on 
Human Rights (ECHR) 1950 and American Convention on Human Rights 
(ACHR) 1969. In fact, the right to equality and non-discrimination are 
core principles of  human rights, enshrined in the United Nations Charter, 
UDHR and human rights treaties. In March 2007 a panel of  international 
experts published the ‘Yogykarta Principles’ on the application of  
international human rights law in relation to sexual orientation and 
gender identity. The Principles affirm the primary obligation of  states 
to implement human rights but also emphasise that all actors have 
responsibilities to promote and protect human rights. Recommendations 
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are therefore addressed to state and non-state actors alike, including the 
UN, National Human Rights Institutions and NGOs. In 2011 the UN 
Human Rights Council, passed the first resolution on sexual orientation 
and gender identity, Resolution 17/19. Amongst other core obligations, 
states are bound to prohibit discrimination based on sexual orientation 
and gender identity. The obligations of  states are based on the Universal 
Declaration of  Human Rights (UDHR) and subsequently agreed 
international and regional human rights instruments.

The above framework shows that, apart from women, there is no 
specific framework governing the rights of  sexual minority groups and 
there is no need for one since the UDHR and the ICCPR are built upon the 
principle of  universality of  human rights. A broad reading of  the general 
principles underlying human rights in various human rights treaties and 
national laws in some cases, provide a blanket cover which spreads across 
all shares of  human groups. The principle of  universality of  human rights 
itself  is the starting point. Universality can be used to ground claims of  
equality and non-discrimination in relation to LGBT rights. However, 
it is submitted that ‘the approach of  situating LGBT equality and non-
discrimination based on claims of  human rights must be joined by local 
advocacy and approaches that insure growing tolerance and acceptance of  
LGBT as part of  the broader emancipation strategy’.46

LGBT-specific rights are not needed because all people, irrespective 
of  sex, sexual orientation or gender identity, are entitled to enjoy the 
protections of  the law as stated. This is a basic principle enshrined in all 
human rights instruments. Article 2 of  the UDHR proclaims the right 
‘everyone to all the rights and freedoms’ under the Declaration ‘without 
distinction of  any kind such as race, sex, colour, […] birth or other status’. 
The foregoing article recognises the fact that every human being is born 
free and equal in rights and in dignity (article 1). Meanwhile, article 25(1) 
states that ‘everyone has the right to…medical care and social services 
[…] in the event of  sickness[…]’. The UDHR alone is the premise for 
LGBT rights generally and the right to health care including access to 
medicines. If  everyone is born equal in right and dignity and has to enjoy 
all fundamental rights, the right to health and medical care, inclusive, 
without distinction as to sex or status, then LGBT people have a right 
not be discriminated against, stigmatised, rejected and treated with 
homophobia. The Declaration clearly rejects any form of  discrimination 

46 R Holzhacker ‘Gay rights are human rights: The framing of  new interpretations of  
international human rights norms’ (2014) 3 Paper Presented for the International 
Political Science Association (IPSA) Conference (19-24 July 2014) International 
Relations and International Organisation University of  Groningen, Montreal.
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on the basis of  one’s status, which in the case of  LGBT people is their 
sexual orientation. 

Although the UDHR does not mention LGBT, sexual identity or sexual 
orientation, it could be inferred from the expression ‘other status’ under the 
Declaration. Hence, nothing stops LGBT people as a specific group from 
benefiting from the integral rights under the Declaration. In a Decision 
on LGBT rights, the European Court on Human Rights in Alekseyev v 
Russia,47 addressed the Russian government’s claim of  a ‘wide margin 
of  appreciation’ in accepting or denying the rights of  people identifying 
themselves as gay men or lesbians basing on the lack of  consensus in 
European practice on the treatment of  sexual minorities. The Court 
strongly disagreed with this reasoning stating that there is longstanding 
European practice, in the Court’s words, ‘ample case-law reflecting a 
long-standing European consensus’, recognising the rights of  such people 
in various domains: abolition of  criminal responsibility for homosexual 
relations between adults, equal age of  consent, access to service in the 
armed forces, granting parental right, equality in tax matters, and the 
right to succeed a deceased’s partner’s house tenancy. The Court also 
acknowledged that there are issues where no European consensus has 
been reached such as granting permission to same-sex couple to adopt a 
child, the right to marry and the ‘court has confirmed domestic authorities 
wide margin of  appreciation in respect of  those issues’.48

However, it is true that heteronormativity, discrimination and 
criminalisation create unequal access to health care for LGBT people. 
They may not find adequate and individually adapted healthcare and 
they are generally not considered in national health plans whereas in 
the case of  HIV/AIDS for example, men who have sex with men and 
male to female transgender persons are more affected. Marginalisation, 
discrimination and fear of  self-exposure make it difficult for them to protect 
themselves from transmission and they are less likely to seek access to 
healthcare when they contract illnesses (STDs). As in the case of  bisexual 
and lesbian women, there is lack of  statistics and research and medical 
practice. Ill health is not just as a result of  sexual orientation amongst 

47 Alekseyev v Russia, Applications nos 4916/07, 25924/08 and 14599/09 (21 October 
2010).

48 As above, para 83.
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LGBT populations, it is also a result of  sexual practices but also as in other 
groups, material poverty, lack of  influence and disfranchisement.49

6.2 Barriers to access to medicine by LGBT people

Despite these commitments by the UN to reject discrimination based on 
homophobia and transphobia, denial of  human rights for LGBT people 
persists throughout the world today and especially so in Africa. An 
enabling legal environment is therefore essential for an effective access to 
medicines for this population. 

The right to access medicine, as an aspect of  the right to health, is 
crossed by frames of  exclusion and violation of  fundamental human 
rights, especially for LGBT people.50 They are bound together as social and 
gender minorities with common experiences of  stigma and discrimination, 
the struggle of  living at the intersection of  many cultural backgrounds and 
trying to be a part of  each, and, specifically with respect to health care, a 
long history of  discrimination and lack of  awareness of  health needs by 
health professionals.51 As a result, LGBT people face a common set of  
challenges in accessing culturally competent health services and achieving 
the highest possible level of  health.

The health of  LGBT people is affected by a range of  social, structural 
and behavioural factors. As a result, they have unique health needs and 
experiences when it comes to access to medicine and existing health care 
services. Conclusions found in studies justify the absence of  demand 
for health services, hence lack of  access to medicines. It further shows 
that vocational training in health grounded on a heteronormative and 
prejudiced culture, implies an institutional violence in health services, 
which consequently justify the lack of  access to medicine by the LGBT 
population. Furthermore, LGBT patients are more likely to face several 
barriers, some of  which are discussed by Jalali and Sauer (Box 14).

49 See generally, SIDA ‘Human rights of  lesbians, gay, bisexual and transgender persons: 
Conducting a dialogue’ 5 et seq http://www.globalequality.org/storage/documents/
pdf/sida%20dialogue%20paper%20on%20development.pdf  (accessed 12 April 2017).

50 Albuquerque et al (n 45) 2.

51 L Ard & J Makadon ‘Improving the health care of  lesbian, gay, bisexual and transgender 
(LGBT) people: Understanding and eliminating health disparities’ 1 The Fenway 
Institute https://www.lgbthealtheducation.org/wp-content/uploads/Improving-the-
Health-of-LGBT-People.pdf  (accessed 20 April 2018).
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Box 14. Some Barriers affecting LGBT people’s access to 
medicines

S Jalali & M Sauer ‘Improving Care for Lesbian, Gay, Bisexual, and 
Transgender Patients in the Emergency Department’ (2015) 66 Annals of  
Emergency Medicine 4 

LGBT patients have reported lack of  provider education as one of  the 
barriers to accessing medical care; many report mistreatment, verbal abuse, 
and refusal of  care by providers. Transgender patients have reported overt 
experiences with discrimination, including gender insensitivity, displays 
of  discomfort, denial of  services, substandard care, verbal and physical 
abuse, and forced placement into psychiatric facilities. Reported negative 
experiences also include insensitivity to medical complaint, fixation and 
assumption about gender identity, improper use of  gender pronoun, and 
inadequate provider education. Economic barriers to accessing medical 
care due to geography, lack of  provider education, or insurance barriers. 
The transgender population is particularly at risk for being denied health 
insurance or claim coverage, making access to or payment for medical care 
challenging. Barriers because of  discrimination are often heightened by a 
sense of  awareness of  discriminatory behaviour displayed by providers, 
even when the providers’ intentions are positive. Simple actions, such as 
poor eye contact, infrequent follow-up care, or awkward body language, 
may be easily interpreted as provider discomfort or discrimination. Because 
of  these embarrassing situations when expressing their homosexuality/
bisexuality, due to the homophobia present in professionals’ conduct, 
LGBT population express difficulties communicating with health 
professionals.

6.3 Overcoming barriers to LGBT people’s access to 
medicines 

The society is already an environment of  considerable fear, stress, and 
anxiety for LGBT patients in addition to feeling of  vulnerability and 
invisibility. Their exclusion and marginalisation in health services implies 
a reduction in attendance and the subsequent lack of  access to medicine. 

To overcome these barriers, LGBT health care centres that provide 
comprehensive, culturally sensitive care should be established. The 
Fenway Community Health Centre in the US reported by Rapid Review 
Service is a good example here (Box 15). Further, enough training to care 
for LGBT people should be provided to both LGBT people and health 
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care professionals. Such training should focus on human rights principles 
on LGBT people and appropriate information on their health care. It is 
therefore necessary to ensure that apart from the provision of  qualified 
and equipped health services, trained professionals should be stripped of  
discriminatory attitudes in that area. They should be able to analyse the 
health status of  their clients, taking into consideration the health, social, 
and cultural context in which they are placed, to generate favourable 
changes in the health care of  the LGBT public. This in turn develops trust 
in relationship and respect of  privacy during service delivery.

Box 15. Some good practices against barriers to LGB people’s 
access to medicines 

Rapid Review Service ‘Facilitators and barriers to health care for lesbian, 
gay and bisexual (LGB) people’ (2014) Rapid review 79 http://www.ohtn.
on.ca/Pages/Knowledge-Exchange/Rapid-Responses/Documents/
RR79.pdf  (accessed 4 July 2017)

The Fenway Community Health Centre, founded by community 
activists in 1971, provides care to the Fenway neighbourhood of  Boston. 
In the 1980s, it began providing medical services for gay men in response to 
the HIV/AIDS epidemic. Since then, the centre has increased its expertise 
in LGBT care, providing expanded services that include substance use, 
parenting services, domestic and homophobic violence services, as well as 
specialized programs for LGB groups.

…

The Howard Brown Health Centre, founded in 1974, is now one 
of  the US’s largest LGB organisations, offering discounted medical and 
psychiatric care and mental health counselling to Chicago’s uninsured 
and low income persons. The centre provides care in seven major 
programmatic areas: primary medical care, behavioural health, research, 
sexually transmitted infection prevention, youth services, elder services 
and community services. Throughout its history, the centre has partnered 
with numerous organisations to provide leading care to Chicago’s LGB 
community.

…

The LA Gay & Lesbian Centre provides a comprehensive array of  
services for the Los Angeles LGB community. The centre offers free and 
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low-cost medical and mental health services, addiction recovery services, 
LGB youth mentoring services, HIV/AIDS medical care, and STI testing 
and prevention services. As part of  its holistic approach to health, the 
centre also offers legal, social, cultural and health educational services 
with unique programmes for families, youth and seniors. The centre aims 
to empower LGB persons to: lead full and rewarding lives without limits 
based in gender identity; heal damage caused by discrimination; and 
advocate for full access and equality for everybody, regardless of  sexual 
orientation.

…

The Gay, Lesbian, Bisexual and Transgender Access Project is a US-
based collaboration working to eliminate barriers to health for the LGB 
community. The project works to create a supportive environment to 
develop wide-ranging, culturally appropriate health promotion policies 
and health care services for LGB persons – primarily by disseminating 
community standards of  practice for care providers and organizations and 
by collecting research data on LGB health access concerns.

In countries where there is not sufficient funds, a safe, gay-positive zones, 
free from violence and discrimination that LGBT persons frequently 
face can be created in normal hospitals. To achieve these, States can post 
hospital non-discrimination policy or patient bill of  rights in registration, 
waiting, or other high-traffic areas to demonstrate its commitment to 
equitable care for LGBT patients.52 Further, waiting rooms and other 
common areas should reflect and be inclusive of  LGBT patients. Creation 
or designation of  unisex or single-stall restrooms can equally encourage 
their access to healthcare system.

Legal protection pertaining to LGBT health care rights is not 
evident. Creation of  anti-discriminatory health policies at the legal and 
institutional levels to facilitate the development of  equitable access to 
medicines for LGBT is essential. A good practice captured by Randy et 
al in relation to the US Affordable Care Act (ACA) may be a source of  
inspiration (Box 16). Although human rights law recognises LGBT rights, 
discrimination, transphobia, preconceived judgments, gaps in coverage 
and lack of  understanding against them are recurrent. Recent changes to 

52 ‘Advancing Effective communication, cultural competence, and patient- and family-
centred care for the lesbian, gay, bisexual, and transgender (LGBT) community: A field 
guide’ (2011) The Joint Commission/The California Endowment 11.
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LGBT status and antidiscrimination laws have improved the protection of  
legal matters relating to LGBT, particularly health coverage and medical 
decision-making.

Box 16. Good practices of equality to access to medicines through 
national health insurance schemes

Ranji, U et al ‘Health and Access to Care and Coverage for Lesbian, Gay, 
Bisexual, and Transgender Individuals in the U.S.,’ (2014) The Henry Kaiser 
Family Foundation, Issue Brief  

In the USA, several recent changes within the legal and policy landscape 
have increased access to care and insurance for LGBT individuals and 
their families. Most notably the implementation of  the Affordable Care 
Act (ACA) and the Supreme Court’s overturning of  a major portion 
of  the Defence of  Marriage Act (DOMA), as well as the steps taken 
by the former Obama Administration to promote equal treatment of  
LGBT people and same-sex couples in the nation’s health care system 
reshaped policy affecting LGBT individuals and their families. The ACA 
expands access to health insurance coverage for millions, including LGBT 
individuals, and includes specific protections related to sexual orientation 
and gender identity. The Supreme Court ruling on DOMA resulted in 
federal recognition of  same-sex marriages for the first time, which also 
serves to provide new health insurance coverage options. In addition, 
President Obama’s administration has undertaken a variety of  other 
initiatives to improve the health and well-being of  LGBT individuals, 
families, and communities.

To advance understanding on access to medicine of  all LGBT people, 
researchers need to be encouraged to research on LGBT health issues and 
an increased participation of  sexual and gender minorities in research. 
Building a more solid evidence base for LGBT health concerns will 
not only benefit LGBT people, but also add to the repository of  health 
information to all people. Such research should be culturally competent, 
based on human rights principles to gather appropriate information and 
develop strong relationship with LGBT to maintain routine access to 
medicine. The use of  outreach services to LGBT communities to reach 
them is an appropriate approach.
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In fact, the state is in a position to either prevent or encourage and 
legitimise anti LGBT sentiments through legislation. Criminalising LGBT 
for example, legitimises society’s resistance towards it and institutionalises 
discrimination, stigma and homophobia in society and health services, 
thereby restricting access of  the LGBT populations to basic health care. 
In the Alekseyev v Russia, for example, Moscow authorities blocked the gay 
and lesbian ‘Pride March’ on the grounds that that the event was ‘against 
health and morals’, due to fear of  public unrest that may have followed 
such a march. It is therefore necessary for there to strong political will 
transcending cultural, religious and moral barriers, to accepting LGBT 
rights reflected in laws and policies requiring health ministries’ programs 
to include LGBT in national health plans, and accept them in health 
delivery services without discrimination and homophobia.

7 Perspectives for access to medicines for women 
and other social minorities 

Gender-based access to medicines concerns should be tackled in a holistic 
manner. Merely focusing on gender in isolation as a health issue will not 
succeed. Other issues beyond gender parameters should be considered 
such as inadequate funding of  the health sector in general and unequal 
access to medicines. The broader fundamental social, cultural, political, 
and economic interlocking roots of  women’s inequality in all societies 
must be tackled. Priority areas should include eliminating all forms of  
violence against women, especially sexual violence; improving economic 
security; removing discriminatory inheritance laws; traditional practices 
perpetuated by culture and tradition that are harmful to the health of  
women and girl children;53 and ensuring access to education for all girls. 
Also, the problem of  gender and access to medicines should be seen as 
covering both sexes and not just from a what may be called here as a 
‘misogynistic’ perspective.

As Albuquerque et al rightly remark, the universality of  the right to 
health requires the proposal of  strategies and specific attention, according to 
the singularities subject seeking services implying that social determinants 
such as sexual orientation and gender identity should be known, accepted 
by communities in their various segments (traditional, cultural, religious 
etcetera) and cultivated by health professionals.54 However, this might only 
be true, if  governments lend support that counteracts cultural, ethical, 

53 Para 20 of  General Recommendation 19 (11th session 1992) of  CEDAW Committee 
states that ‘these practices include dietary restrictions for pregnant women, preference 
for male children and female circumcision or genital mutilation’. 

54 Albuquerque et al (n 45).
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moral, religious and legal restrictions against LGBT people, for example, 
through scrapping anti-discrimination, laws, policies and attitudes. 

Existing health systems will have to change to accommodate new 
demands of  social minority groups. This requires a change in the mind-
set of  health programme service personnel towards these groups. For 
women, children, PWD and LGBT people, the right to health entails 
amongst other things, the implementation of  laws through regulations, 
decisions of  courts, police practices, prosecutorial discretion, legal 
literacy and empowerment of  diverse populations, and the availability of  
affordable, high-quality legal services. Above all, addressing stigma and 
discrimination resulting from social, cultural, ethical, moral religious and 
sometimes legal norms in Africa, remains a key strategy for increasing the 
utilisation of  and adherence to health services for access to medicines by 
such social minority groups.

Review questions

1. What existing cultural barriers account for women’s non-access to 
modern health care including medicines in your community? How 
do you think these can be obviated? 

2. Rights and responsibilities standards of sick people require that 
hospital care must be provided in a manner that is respectful of 
individual values, beliefs, social and gender preferences. The 
patient is a key decision maker and a key source of information so 
that accurate assessment and diagnosis can be made for the right 
medicines to be prescribed. How is the principle feasible in the 
LGBT and disability contexts respectively? If not, what may be the 
main reasons? 

3. How does the law of your country treat LGBT people? Do they 
have free and equal access to public healthcare including access to 
medicines? 

4. What are the existing remedial actions or measures, if at all, in 
your country, which may be taken to ensure that right to access to 
medicines of LGBT people is enforced? 
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ensuring access To medicines 
in The conTexT of The 
covid-19 Pandemic 

1 Introduction

Hundreds of  millions of  people live on very low incomes, and have no 
access to robust health systems, particularly people in LDCs and low-
income groups in middle-income countries. This can be due to many 
factors, such as the affordability of  medicines, lack of  trained healthcare 
workers, or inefficient supply chains as seen variously in the earlier 
chapters. The access to medicines problem has taken a new turn in the 
wake of  the COVID-19 pandemic. It has amply exposed the complete 
access to medicines package. In other words, it has shown that access to 
medicines is not just about quality medicines, affordability, and viable 
supply and management chains as seen in the course of  this Reader. It is 
also a matter of  governance of  public of  public health systems, including 
circumspection, visibility and proactiveness in health care policies including 
in policy decisions and strategies. As a matter of  fact, the experience from 
the burgeoning COVID-19 pandemic has made this revelation. It shows 
that in a situation where there is or are no specific medicine(s) to tackle 
an immediate outbreak of  a new disease and there is reliance on more 
or less try and error of  existing medications for other ailments, prompt 
action, quality health care and social capital are unavoidable components 
of  access to medicines measures. Earlier pandemics in Africa such as the 
Ebola fever, did not highlight this as they have remained very localised 
and foreign medical assistance was prompt. The context of  COVID-19 is 
different because it is worldwide and each country seems to be looking at 
its own backyard first, leaving assistance to poorer countries to the very 
minimum and largely from charity organisations. In these conditions, the 
failure of  health care systems is high as they are overwhelmed by the quick 
spread of  the disease amid unpreparedness and the absence of  proper 
health governance standards. 

The COVID-19 pandemic has laid bare concerns about access to 
medicines and vaccines to address the pandemic. Research efforts are 
under way to develop vaccines that are essential to save lives and end 
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the pandemic. The question is how to ensure that these products will be 
universally available and acceptable in some quarters like Africa.

This chapter examines the COVID-19 dynamics amid the existing 
health and access to medicines problem, highlighting the challenges of  
the pharmaceutical sector and explores possible avenues within the TRIPs 
framework, most especially, to ensure access to relevant medicines for 
treatment.

2 The COVID-19 dynamics

The novel genetic strand of  the coronavirus called SARS-CoV-2, causes 
the COVID-19 disease. The virus was first identified in the Wuhan, the 
capital city of  the Hubei province in China on 31 December 2019. Since 
then it has spread to almost every part of  the world except the Antarctica. 
COVID-19 is fast taking its toll on humanity worldwide. WHO estimates 
show that up to 190,000 people could die from the coronavirus in Africa 
and as many as 44 million could become infected.1 As of  the start of  July 
2020, there were an estimated 4.3 million active cases of  infection, 529 
000 deaths and over 6.3 recoveries worldwide. Six months after the start of  
the spread COVID-19 virus outside its place of  origin, The United States 
and Europe have largely paid the price with Italy, France and Britain being 
the hardest hit in Europe. Meanwhile, the prevalence in Africa is growing 
quite fast with countries such as Egypt, South Africa, Cameroon, Nigeria 
Ghana and Ivory Coast experiencing high rates. The mortality rate is by 
location as well as by age and existing underlying health conditions such 
as hypertension and diabetes. The UN has recently appealed for a 6.7 
billion US$ to protect people in fragile countries against the disease.2

The magnitude of  COVID-19, proportionally, when compared with 
some earlier pandemics within human memory such as the Spanish flu 
(1918-1920), Asian flu (1957-1958), AIDS pandemic (1981 till present), 
H1N1 Swine (flu 2009-2010), West African Ebola epidemic (2014-2016)3 
is catching up with, or surpassing the death toll of  some them in record 
time. The H1N1 which originated in Mexico in spring 2009 before 

1 RFI ‘South Africa steps up to help Madagascar test herbal cure for COVID-19’ http://
www.rfi.fr/en/africa/20200508-south-africa-steps-up-to-help-madagascar-test-herbal-
cure-for-covid-19 (accessed 10 May 2020).

2 WHO (May 2020) ‘UN issues a 6.7 US$6.7 billion appeal to protect millions in fragile 
countries’ https://www.who.int:emergencies/diseases/novel-coronavirus-2019/
events-as-they-happen.... (accessed 10 May 2020).

3 O Jarus ‘20 of  the worst epidemics and pandemics in history’ Live Science (2020) 
www-livescience-com.cdn.ampproject.org/v/s/www.livescience.com/amp/worst-
epidemic…. (accessed 9 May 2020).
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spreading to other areas around the world infected 1.4 billion people and 
killed between 151,700 and 575,000 people.4 The West African Ebola 
outbreak registered 28,600 reported cases and 11,325 deaths in two years.5 
The Spanish flu infected an estimated 500 million people from the South 
Seas to the North Pole, killing about a hundred million.6 The Black Death 
(1346-1353) spread from Asia to Europe and estimated to have wiped out 
half  of  Europe’s population during that period.7 However, the novelty 
with the COVID-19 is that its geographical coverage is widest across 
the globe as no other pandemic has ever known the same spread before 
now. This spread has been as the result of  the globalisation; characterised 
among other things, by the increased movement of  people around the 
globe, facilitating transmission of  the disease. However, unlike other 
communicable respiratory diseases like the avian flu, COVID-19 has the 
peculiarity of  unprecedented speed in prevalence rates and the dramatic 
death that may result. Pandemics like the Ebola virus fever with no cure, 
are frightful and life threatening, but COVID-19 seems more. 

So far, there is no definite and uniform treatment for COVID-19 in the 
absence of  a vaccine. WHO maintains that there is presently no effective 
treatment against COVID-19.8 Management of  the disease is based on 
existing HIV/AIDS drugs and antimalarials. Treatment is based on 
existing medicine protocols for other diseases such as malaria and HIV/
AIDS. In any case, it is necessary that people infected with the disease 
should be able to obtain appropriate medication to stay well and to prevent 
significant health complications or death as result of  stopping to take the 
medications. 

However, COVID-19 is not just about medication or vaccines; it is also 
about health care services as an inevitable adjunct. For example, oxygen 
is vital in COVID-19 treatment in advanced cases. Being a respiratory 
infectious disease which affects the lungs, when complications arise, 
oxygen is often needed and this may prove to be huge problem in Africa, 
where health systems are weak as a result of  lack of  basic vital services 

4 Centre for Disease Control and prevention (CDC) ‘Influenza (Flu): 2009 H1N1 
pandemic’ www.cdc.gov/flu:pandemic-resources:2009-h1n1-pandemic.html (accessed 
9 May 2020). 

5  Jarus (n 3).

6 As above.

7 As above.

8 RFI ‘WHO “waiting for evidence” on Madagascar’s herbal coronavirus cure’ http://
www.rfi.fr/en/africa/20200506-who-waiting-for-evidence-on-madagascar-s-herbal-
coronavirus-cure-artemisia-covid-organics (accessed 24 April 2020).
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and talk less lifesaving equipment such oxygen concentrators, especially in 
the incentive care units (ICU).

Also, as discussed further, contrary to other epidemics and pandemics, 
reaction to COVID-19 has rather spawned and spanned disbelief, a severe 
understanding of  the problem and an optimism that appears unmoored 
from reality. This mark of  disbelief  in not only common in Africa, where 
it smacks poverty, but surprisingly also in developed countries and from 
imminent statespersons. For example, President Trump of  the US has 
been quoted for repeatedly downplaying the threat posed by COVID-19 in 
the early days of  the disease, criticising concerns over the crisis as ‘hoax’.9 

3 COVID-19 scare and the stockpiling syndrome

The COVID-19 era has brought to the limelight, a succeeding chain of  
challenges that only further complicate access to medicines and the health 
care and governance systems problem in Africa. Access to medications is 
critical for many, and there can be severe health consequences if  persons 
under medication suddenly stop taking a prescribed medication as a result 
of  generalised lockdown measures as a result of  the COVID-19. 

Although pharmacies generally remain functional during lockdown 
periods, mobility may be difficult in African contexts where transport 
systems and road networks are generally poor. This is a further hurdle 
to the poor and the less privileged, including persons with disabilities. 
It also reveals the deficiency or inexistence of  electronic prescriptions, 
delivery and alternative payment systems which are common in developed 
economies. Such circumstances translate the need to home-stockpile 
needed drugs. Even here, the problem is readily available funds to buy 
sufficient quantities, in the near absence of  financial support to cover the 
costs of  medications through social security or other health insurance 
schemes. Again, home or patient stockpiling would necessitate proper 
storage conditions as some drugs would require specific temperatures, for 
example, in addition to the condition that they should be kept in a secure 
place. 

In the African context, it has been noticed that pharmacies themselves 
stockpile and cause an artificial scarcity in order to hike prices. In 
Cameroon, for example, it has been known that a tablet of  chloroquine 
was sold at XAF 1000 (2 US$) and more while nose masks initially 
sold before the pandemic at less than a dollar were selling at between 1  

9 ’O Milman ‘Seven Donald Trump’s most misleading coronavirus claims’ (31 March 
2020) The Guardian www.theguardian.com (accessed 12 May 2020).
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and 3 US$ depending on the type. This places serious financial strain in 
economies dominated by people with weak pocketbooks.

However, home stockpiling may be counterproductive in the sense 
that it may occasion inequitable access since those who have the financial 
means will be able to procure sufficient stocks over the have nots. Another 
disadvantage of  home stockpiling is the risk that the unused medication 
may expire and therefore become unusable.

One of  the issues that aggravate the home stockpiling problems in 
Africa is absence of  prescriptions. Most medications can be bought in most 
African countries as over-the-counter medications with no prescriptions. 
Self-medicating can be very dangerous since no prior diagnosis is carried 
out to determine the suitability or necessity of  a drug. Self-medicating 
can cause health problems and complications where there was initially 
none. In the case hydroxychloroquine to treat COVID-19 discussed in 
the next section below, it is medically recommended that initial treatment 
must be authorised by a medical practitioner under the following specific 
specialties dermatology, intensive care medicine, paediatrics and child 
health, physician and emergency medicine.10

4 The hydroxychloroquine/chloroquine magic  
 wand?

President Trump enthusiastically referred to the Hydroxychloroquine/
chloroquine combination to treat COVID-19 during a press conference 
in March 2020 as ‘potential game changers’, spurring the rush by some 
individuals and countries such as Algeria and Indonesia to stockpile, 
while India showed its readiness to export the drug.11 In the meantime, 
recent research is quoted as having proven that hydroxychloroquine can 
produce cardiac problems (drug-induced sudden cardiac death).12 

Hydroxychloroquine is a medication that is used to treat malaria and 
some autoimmune conditions such as rheumatoid arthritis and lupus. 
Recently, there have been media reports of  hydroxychloroquine being 
used as a potential treatment for COVID-19. At the moment, there is not 

10 Australian Medical Association ‘COVID-19: Medicine access’ (2020) https://ama.
com.au/article/covid-19-medicine-access#Medicineshortages (accessed 20 April 
2020).

11 P Beaumont & R Ratcliffe ‘Chloroquine: Trump’s misleading claims spark hoarding 
and overdoses’ (25 March, 2020) The Guardian. www.ttheguardian.com (accessed  
20 April 2020).

12 As above. See also, Mayo Clinic ‘Research and Education at Mayo Clinic’ www.mayo.
edu/research (accessed 20 April 2020).
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enough evidence to use this medication on a wider scale. Clinical trials 
are being conducted at an international level. Hydroxychloroquine can 
have significant adverse effects. For example, cardiac toxicity (which may 
lead to heart attack), irreversible eye damage, and severe depletion of  
blood sugar (which may result in a coma). It is medically recommended 
that initial treatment with Hydroxychloroquine, as mentioned before, 
must be authorised by a medical practitioner under specific specialties 
(dermatology, intensive care medicine, paediatrics and child health, 
physician and emergency medicine).13

5 Some COVID-19 concerns

The COVID-19 pandemic has raised at least two pertinent concerns, 
which are briefly examined. First, there is a lingering question whether 
COVID-19 is stealing the show and deviating attention from other deadly 
diseases currently haunting humankind such as HIV/AIDS, malaria or 
even cholera that can kill in just a matter of  hours. The concern with 
COVID-19 is its capacity to spread. No disease has in recent times had this 
coverage across the world with alarming prevalence rates, in the absence 
of  a definite treatment. But it may just a signal of  other diseases which 
may have the same capacity to harm humanity. COVID-19 does not only 
lack a definite treatment but it is stealing lives and causing a shift in 
the medicines R&D supply market from the antibacterial sector, thereby 
exposing illnesses being treated there to a new increased prevalence and 
a new health dilemma.14 

Second, COVID-19 has caused a shift in the pharmaceutical industry. 
As funds are incessantly being directed to research to find a cure for 
COVID-19, some global health experts warn that the pandemic could also 
worsen the slow-burning crisis in the antibiotics market, complicating 
patient care. 15 This would not have been be a major concern if  it was 
not that the antibiotics market is already suffering from years of  neglect. 
Shortages and drug resistance are on the rise according to WHO, which 
estimates that drug-resistant diseases could cause 10 million deaths 
each year by 2050.16 A 2020 report from the biopharmaceutical industry 

13 Australian Medical Association ‘COVID-19: Medicine access’ (2020) https://ama.
com.au/article/covid-19-medicine-access#Medicineshortages (accessed 20 April 
2020).

14 J Plüss ‘COVID-19 Pandemic rattles already vulnerable antibiotics market’  
(20 March 2020) https://www.swissinfo.ch/eng/covid-19_pandemic-rattles-already-
vulnerable-antibiotics-market/45636702 (accessed 30 March 2020).

15 As above.

16 As above.
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published in early 2020 found that 47 per cent of  the 65 responding 
companies experienced product supply chain disruptions of  antibiotics.17

About 70-80 per cent of  Active Pharmaceutical Ingredients (API), 
some of  which are for antibiotics, in Switzerland come from Asia, where 
production is cheaper.18 This reliance on fewer production sites, farther 
outside of  Europe means that problems at one factory can lead to major 
bottlenecks. Companies have traditionally stocks between two to six 
months. They are able to deal with short term disruptions. The problem 
is if  countries start stockpiling – tripling demand because they are in a 
panic and more impose trade restrictions will be inevitable. It is hard to get 
investors on board when there is no return and very few experts left who 
can develop antibacterial drugs. 19

6 COVID-19 developing trends: contribution from 
the pharmaceutical industry

COVID-19 is just a further stumbling block to existing public health 
concerns, reducing the glimmer of  hope surrounding the achievement of  
SGD 3. It has challenged the pharmaceutical industry beyond national 
governments and the international community and their contrition towards 
achieving SDG 3 on health and wellbeing by 2030. Many stakeholders 
are playing a role in these milestones, not least governments and policy 
makers, as well as the non-profit and private sectors, including generic 
medicine manufacturers. Consequently, there is a race to find not only a 
cure for COVID-19 through treatment by way of  adapted medication, but 
also to find a vaccine to prevent infection. The number of  vaccines under 
development worldwide presently, is estimated at more than 150.20 The 
Milken Institute situates the number at 180.21

17 AMR Industry Alliance ‘2020 Progress Report’ Executive Summary https://www.
amrindustryalliance.org/wp-content/uploads/2020/02/AMR-2020-Progress-
Executive-Summary.pdf  (accessed 25 April 2020).

18 Plüss (n 14).

19 As above.

20 Franceinfo–France Télévisions « Coronavirus : des chercheurs belges annoncent des 
résultats prometteurs en adaptant un vaccin contre la fièvre jaune » (July 2020) https://
www.francetvinfo.fr/sante/maladie/coronavirus/coronavirus-des-chercheurs-belges-
annoncent-des-resultats-prometteurs-en-adaptant-un-vaccin-connu-contre-la-fievre-
jaune_4040069.html (accessed 10 July 2020).

21 E Shapiro ‘Pfizer CEO Bourla Raises Expectations for COVID-19 Vaccine’ (9 July 
2020) Time Ideas https://time.com/5864690/pfizer-vaccine-coronavirus/ (accessed  
11 July 2020).
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The University of  Oxford is one of  the leading contenders in 
developing a COVID-19 vaccine. It has reached the final stage of  clinical 
trials. The experimental vaccine is co-developed with AstraZeneca. As 
discussed further below, scientists have already begun the clinical trials of  
the vaccine in South Africa but amid rising concerns.22

Another major breakthrough in finding a vaccine seems to come 
from China. The state-run media in China reported on 3 July 2020 that 
the country has completed the construction of  a research laboratory 
and workshop complex in the city of  Wuhan, the place of  outbreak of  
COVID-19, for producing vaccines to combat COVID-19 or the original 
SARS coronavirus.23 While the laboratory reported to be capable to 
research and study pathogenic virus vaccines, the workshop is expected 
to produce over 100 million doses of  the COVID-19 vaccine annually 
according to the China National Pharmaceutical Group (Sinopharm).24 
The China National Biotec Group has also built another workshop in the 
capital Beijing, which will also produce the anti COVID-19 vaccines. The 
total annual production capacity of  inactivated COVID-19 vaccines is 
expected to exceed 200 million doses.25 The Wuhan Institute of  Biological 
Products had started the clinical trials of  the vaccine against COVID-19 in 
April. So far, it has been tested on 1120 volunteers, aged between 18 and 
59. It is claimed that the results of  the trails ‘showed a good safety record’ 
as ‘no severe adverse reactions were found’ because the sero-conversion 
rate of  neutralizing antibodies reached 100 per cent after trial volunteers 
received two injections at an interval of  28 days.26

Also, in Belgium, researchers at the Rega Institute of  the University 
of  Louvain (Belgium) claim to have developed a possible vaccine against 
Covic-19 called, ‘RegaVax’, by adapting an existing vaccine against yellow 
fever (YF17D). The Rega Institute intimates that the vaccine is one of  the 
first ‘to have proven its worth on laboratory animals’ and hopes to launch 
clinical trials by the end of  2020 if  everything goes as planned.27

22 P Awasthi, ‘COVID-19: Vaccine by University of  Oxford reaches final stage of  trials’ 
(26 June 2020) Business Line https://www.thehindubusinessline.com/news/science/
covid-19-vaccine-by-university-of-oxford-reaches-final-stage-of-trials/article31921411.
ece# (accessed 4 July 2020).

23 Xinhua News Agency and the China News Service. See I Sajid ‘China’s COVID-19 
complex to produce over 100m vaccine’ https://www.aa.com.tr/en/asia-pacific/
chinas-covid-19-complex-to-produce-over-100m-vaccine/1898377 (accessed 4 July 
2020).

24 As above.

25 As above

26 As above.

27 See n 20 above.
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In July 2020, Pfizer and BioNTech announced, preliminary data from 
the most advanced of  four investigational vaccine candidates from their 
BNT162 mRNA-based vaccine program, Project Lightspeed, against 
SARS-CoV-2, the virus causing COVID-19.28 In April 2020, BioNTech 
and Pfizer announced regulatory approval from German authority, Paul-
Ehrlich-Institut, to commence first clinical trial of  COVID-19 vaccine 
candidates. The trial is the first clinical trial of  a COVID-19 vaccine 
candidate to start in Germany, and is part of  a global development 
program. Pfizer and BioNTech will also conduct trials for BNT162 in the 
United States upon regulatory approval, which is expected in October 
2020.29 Pfizer has dramatically increased the projections of  the 
number of  doses it will produce this year, from tens of  millions to 
100 million. Pfizer plans to price the vaccine to make a profit, but 
believes governments should distribute of  the the first doses persons 
in the most vulnerable situations, at no cost.30 However, the issue of  
cost and profit making here drags us back to the ‘mercantilist’ versus 
human rights-based scenario on access to medicines examined in 
chapter 2. 

The above endeavours at finding a vaccine against COVID-19 shows 
the growing concerns of  researchers and the pharmaceutical industry 
about this pandemic. The race to develop a vaccine is dubbed ‘one 
of  the most consequential and urgent scientific challenges of  our 
time’.31 The bottom-line is, fast tracking the development of  vaccine 
is one thing, but achieving success is another. In any case, the Access 
to Medicine Foundation has posited that the COVID-19 pandemic is 
confirming many important truths – two of  which stand out from the 
perspective of  the organisation.32 First, any successful response requires 
the pharmaceutical industry to fully engage and respond with agility. This 
will play a critical role in saving lives first and foremost and restarting a 
stalling global economy.33 Second, there is a likelihood that people living 
in low and middle-income countries will be the hardest by the pandemic. 
With weaker health systems and greater threats to health, these countries 

28 ‘COVID-19 Updates: Pfizer’ (1 July 2020) https://www.pfizer.com/health/
coronavirus/updates (accessed 11 July 2020).

29 Shapiro (n 21).

30 As above.

31 As above.

32 D Edwards ‘New products alone are not enough. Pharma can do more to halt COVID-19’ 
(14 April 2020) Access to Medicine Foundation https://accesstomedicinefoundation.
org/news/new-products-alone-are-not-enough-pharma-can-do-more-to-halt-covid-19 
(accessed 24 April 2020).

33 As above.
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face a tougher challenge from COVID-19.34 The HIV/AIDS pandemic 
is not over; malaria and TB remain some of  the world’s biggest killers. 
All three diseases disproportionately affect the most vulnerable people. 
The pharmaceutical industry’s current efforts towards new treatments and 
vaccines targeting COVID-19 are one half  of  the equation. When those 
new products leave the pipeline, ensuring they are made widely accessible 
will be the central issue and people in more vulnerable countries and 
communities must not be left behind.35

6.1 Modern medicine and challenges of a COVID-19 vaccine

As seen above, there are efforts to find a definite and efficient vaccine 
against COVID-19, which meets biosafety standards. However, these 
efforts and resulting prospects therefrom, could be dampened by some 
non-negligible challenges of  a technical, scientific and social nature, 
which can greatly affect access to the vaccine. The technical and scientific 
concerns could impair access in terms of  availability while the social 
factor will affect access in terms outright rejection of  the vaccine in Africa.

6.1.1 Technical

6.1.1.1 Shift in production priority in the pharmaceutical industry 

Large research-based pharmaceutical companies have the ability to 
develop and bring new medicines to market at large scale. Despite rapid 
action from some companies, the pharmaceutical industry does not seem 
very enthusiastic when it comes to halting the pandemic in low and middle 
income countries.36 Actions are concentrated amongst few players and 
there is little engagement in emerging infectious disease research. Only a 
handful of  large companies remain in the development of  new antibiotics.37 
This risk of  decline in the long-term engagement of  the pharmaceutical 
industry leaves everyone vulnerable. A larger group of  companies is 
needed, both to address COVID-19 and perhaps to prepare for the unlikely 
event of  another pandemic. It has been suggested that companies, which 
have already left the field of  infectious disease research still have important 
roles to play in sharing their expertise and IP, contributing manufacturing 
capacity, and securing supply and affordability of  their products.38 

34 As above.

35 As above.

36 As above.

37 As above.

38 As above.
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6.1.1.2 Production timelines 

French virologist, Processor Jean Francois Salazar, is of  the opinion that 
a safe and efficient vaccine against COVID-19 will not come soon. He 
says it would take 2 to 3 years for new quality standard industries to be put 
in place since it would be most difficult for industries already producing 
drugs for existing diseases such as measles, to change their production 
line for a COVID-19 vaccine.39 Besides, even when a vaccine is found, it 
would take almost the same period to come up with the definite version 
that complies with biosafety standards. As already seen, vaccines have 
already been found but they are still at the trial phase and their possible 
side effects are not yet known. Some scientists have warned against 
any hasty solution that may compromise rigorous scientific processes.40 
It normally takes decades to develop a vaccine but researchers in the 
Coicd-19 case hope they can do it only in a few months. Even then, most 
experts think that a vaccine will likely only be available in mid-2021, 12-
18 months after SARS-Cov-2 (which causes COVID-19) first emerged. If  
this happens, it would be a huge scientific achievement but there are no 
guarantees of  its workability. The idea is that fast tracking procedures may 
be counterproductive.

6.1.2 Scientific: The problem of  efficacy in older people 

Medical scientists are of  the opinion that a vaccine against COVID-19 may 
not work well in older people who are most at risk of  becoming seriously 
ill and dying from the disease. However, immunising others around them, 
such as children, will prevent its transmission to older people.41 Arne 
Akbar42 suggests that older people may need an anti-inflammatory drug 
together with vaccine responses to obtain the maximum benefit.43

39 « Allo Docteur, Direct » 5 TV, Tuesday May 19 2020, 13h35-14h10.

40 BBC News ‘Indian scientists alarmed over “unrealistic” COVID vaccine deadline’  
(6 July 2020) https://www.bbc.com/news/world-asia-india-53304576 (accessed 10 
July 2020).

41 S Boseley ‘COVID-19 vaccine may not work for at-risk older people, say scientists’ (23 
June 2020) The Guardian https://www.theguardian.com/world/2020/jun/23/covid-
19-vaccine-may-not-work-for-at-risk-older-people-say-scientists (accessed 23 June 
2020).

42 Professor of  immunology at University College of  London (UCL) and president of  the 
British Society of  Immunology.

43 Boseley (n 41).
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6.1.3 Social

There is a dual social challenge looming ahead of  a vaccine against 
COVID-19 in Africa and this could seriously hamper accessibility in terms 
of  acceptance. First, there is growing mistrust about the origins and the 
true intentions about a COVID-19 vaccine being administered in Africa. 
Second, some Africans remain incredulous about the existence of  the 
disease.

6.1.3.1 Perception of a COVID-19 vaccine in Africa: lack of trust

The idea of  a vaccine against COVID-19 has generated lack of  trust issues 
in Africa. At the start of  the pandemic, there was a wave of  disbelief  as to 
the naturalness of  the virus amidst wild but non-negligible claims and fears. 
This has continued. It is believed that COVID-19 is a purely genetically 
engineered fabrication by China of  the original SARS coronavirus in 
complicity with Western powers to decrease world population largely 
for economic and sustainable development reasons; that is, to check 
overpopulation and increasing demand, which are occasioning rising food 
supply shortages and the fast depletion of  natural resources. 

These claims are non-negligible not because of  their veracity or 
falsehood, but because of  their impact on peoples’ minds and ensuing 
attitudes towards the pandemic. These perceptions are common amongst 
the poor and less privileged communities.

The growing resistance to vaccine trials is telling of  the suspicion and 
disbelief  surrounding the COVID-19 amongst some Africans. In late June 
2020, there was a protest against Africa’s first COVID-19 vaccine trial in 
South Africa, by scientists at the University of  the Witwatersrand.44 But 
health experts are particularly concerned about the level of  resistance and 
misinformation around trials on the continent. The anti-vaccine sentiment 
in Africa has been termed ‘the worst’.45 Yet, some health experts are of  the 
opinion that it is important that vaccines be tested in Africa to see how 
they perform in a local context.46 It should be noted that the trial is part 
of  one already underway in Britain and Brazil of  the vaccine developed at 
the University of  Oxford. 

44 Awasthi (n 22).

45 CEO of  the GAVI vaccine alliance, Seth Berkley. See C Anna ‘Protest versus Africa’s 
1st COVID-19 vaccine test shows fear’ (1 July 2020) ABC News https://abcnews.
go.com/Health/wireStory/protest-versus-africas-1st-covid-19-vaccine-test-71552215 
(accessed 3 July 2020).

46 Shabir Madhi, Professor of  vaccinology, leader of  the new COVID-19 vaccine trial in 
South Africa. See Anna (n 45).
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However, the popular opinion around Africa is that if  a trial vaccine 
should be trusted, it should first be tested in the epicentre areas of  the 
disease in the world to ensure that it works there before bringing it to 
Africa. The narrative here, in other words, is that Africa is not a testing or 
dumping ground. 

6.1.3.2 Disbelief of the existence of COVID-19

Most Africans are sceptical of  the existence of  the disease and this seems 
to fuel the discussion above on their attitude towards trial vaccines. The 
idea of  vaccines has been seen as a ploy to create markets for Western 
pharmaceutical companies. Sometimes, the claims are wilder, stretching 
to the belief  that it is a means of  infecting people with other diseases in 
a bid to expand the medicines market from increased demand, thereby 
creating more business for the pharmaceutical industry. With such hard 
and second guess ideas, beliefs become hard truths and reject acceptance 
of  the existence of  the disease. Such ideas and beliefs are unfortunate 
because they promote exposure to infection causing prevalence rates to rise 
exponentially as a result of  lack of  safety measures. In most cases, when 
the belief  sets, the illness may have been too advanced for treatment. This 
incredulous attitude, or perhaps mark of  ignorance, is largely responsible 
for the COVID-19 increasing prevalence and mortality rates in Africa.

6.2 Contribution of naturopathy and traditional medicine 

In the absence of  a definitive treatment for COVID-19 in modern 
medicine, traditional medicine seems to be gaining grounds with claims 
of  cure using natural ingredients to produce decocted infusions. There 
are claims from naturopaths and tradi-practioners of  every hue around 
Africa. This is not new, as such claims have been made in respect of  other 
diseases including HIV/AIDS.

The most talk about claim of  a decoction, which cures COVID-19 
comes from Madagascar. The country’s President Andry Rajoelina 
promoted a tea infusion based on the artemisia plant, praising its 
benefits in treating the disease. The Artemisia plant (Artemisia annuai) is 
generally known to cure malaria. Questions remain about the contents 
of  the alleged treatment. South Africa’s government has opted to assist 
the authorities in Madagascar to test and analyse the unproven herbal 
decoction. Although Artemisia already has strong credentials as a malaria 
treatment and previous research has also explored its potential against 
SARS coronavirus, tea infusions based on the plant only remain stable 
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for a few hours as the active ingredient breaks down.47 Issues of  quality 
and quantity remain but it should be mentioned that in the context of  the 
African continent characterised by extreme poverty in the larger segments 
of  the population, a potential public health catastrophe with COVID-19 
makes alleged cure from traditional medicine even more attractive. This is 
true in the case of  artemesia given what is already known about the plant’s 
medicinal qualities.48 However, WHO has warned over the artemesia 
claims in the absence of  scientifically proven evidence and that until there 
is such evidence, ‘there is no effective treatment against COVID-19 so 
far’.49

Similarly, in Cameroon, a Catholic clergy, Arch Bishop Samuel Kleda, 
has come up with a bottled herbal decoction called Kledavid (MSK 1 and 
MSK 2), which it is claimed, treats COVID-19 patients. The cleric has 
received funding from the state and private individuals. The decoction was 
announced on 27 April 2020 and has been available to the public since 12 
May 2020. It is free and available only at pilot catholic health facilities for 
the time being. The decoction cannot be used as a prophylaxis to prevent 
the virus and anyone who needs it must show proof  of  having been tested 
positive for the virus. The cleric claims that his thirty years of  medical 
plant research especially for treatment, enabled him find a true cure for 
COVID-19.

7 Need for achieving global access

More than 80 per cent of  the global population currently live in low- and 
middle-income countries. Both the vaccines and the medicines save lives. 
In the event a definite treatment or vaccine for COVID-19 is found, the 
pharmaceutical industry should ensure it is made available and affordable 
to patients, regardless of  where they live or their economic circumstance.50 

Barring the way to COVID-19 pandemic depends on global access 
to effective treatments and vaccines. Hence, when the goal of  ending 

47 RFI ‘South Africa steps up to help Madagascar test herbal cure for COVID-19’ http://
www.rfi.fr/en/africa/20200508-south-africa-steps-up-to-help-madagascar-test-herbal-
cure-for-covid-19 (accessed 10 May 2020).

48 As above.

49 RFI ‘WHO ‘waiting for evidence’ on Madagascar’s herbal coronavirus cure’ http://
www.rfi.fr/en/africa/20200506-who-waiting-for-evidence-on-madagascar-s-herbal-
coronavirus-cure-artemisia-covid-organics (accessed 28 April 2020).

50 Access to Medicine Foundation ‘New products alone are not enough. Pharma can 
do more to halt COVID-19’ (14 April 2020) https://accesstomedicinefoundation.
org/news/new-products-alone-are-not-enough-pharma-can-do-more-to-halt-covid-19 
(accessed 20 April 2020).
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the threat of  COVID-19 is achieved, the benchmark for success will 
not solely depend on finding an approved vaccine or therapy, but also, 
whether people received life-saving treatment in terms of  both physical 
and economic access, that is, regardless of  where they live or what they 
earn.51 When it comes to vaccines, global access is key to building herd 
immunity and eradicating the virus. When it comes to medicines, global 
access will help to free up beds in ICU wards.52

WHO authorities have emphasised that helping the most vulnerable 
to confront COVID-19 is not just a moral imperative, it is an enlightened 
self-interest. Ryan is quoted as saying that ‘it is not only the right thing to 
do, it is the smart thing to do. We won’t be safe – anywhere on this planet 
– until all people are safe’.53 This statement is very true of  pandemics such 
as COVID-19 which can be easily transmitted across the globe.

The quest for global access is not without risks and challenges. In 
a bid to quickly find solution to the COVID-19 surge, quality assurance 
of  diagnostic tests, drugs, and vaccines may be compromised and this 
would generate a parallel pandemic of  substandard and falsified products 
from the informal market, and illegal online websites.54 In Cameroon, for 
example, when news broke out that chloroquine could treat COVID-19, 
counterfeiters raided the market with fake chloroquine products, selling 
them at exorbitant prices.

Global access must be supported by effective regulatory supervision, 
emergency prequalification, robust authentication measures, and 
procurement policies supporting quality. Intense global campaign, 
coordinated production, distribution chains, and post-market surveillance 
will be needed to protect the general public from manufacturing and 
supply chain failures, inadequate manufacturing protocols, and falsified 
products.55 Robust evaluation of  diagnostics tests to ensure accuracy will 
be vital; bad tests will be worse than no tests.56 Public confidence would 

51 Edwards (n 32).

52 As above.

53 Dr Mike Ryan, Executive Secretary of  WHO’s Health Emergencies Programme 
launching an update to the UN’s Global Humanitarian Response Plan on May 7 2020. 
See WHO (2020) ‘Rolling updates on coronavirus disease (COVID-19)’ https://www.
who.int:emergencies/diseases/novel-coronavirus-2019/events-as-they-happen.... 
(accessed 10 May 2020). 

54 ‘COVID-19 and risks to the supply and quality of  tests, drugs, and vaccines’ https://
www.researchgate.net/publication/340601163_COVID19_and_risks_to_the_supply_
and_quality_of_tests_drugs_and_vaccines (accessed 25 Aril 2020).

55 As above.

56 As above.
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have to be won. It would be recalled as seen before that when news of  
a vaccine was announced and that Africa was to be the test ground, it 
sparked waves of  suspicion and anger amongst Africans as they felt 
treated as guinea pigs or laboratory test rats. This was compounded by 
the fact that WHO does not readily homologate inventions of  African 
traditional medicine and systematically discourages their use as the recent 
Artemisia case in Madagascar revealed. The idea is that Africans believe 
that their inventions are either discouraged or out rightly discarded to 
promote the Western pharmaceutical industry. The result of  this tussle is 
that, if  eventually a drug or vaccine to treat and cure COVID-19 is found, 
there will be suspicion as to its safety. Hence, the drug quality of  any 
new drug on COVID-19 in the present dispensation is already subject to 
polemics and vulnerable to fear, desperation, and disinformation. It must 
be ensured that access to affordable quality medical products, particularly 
in low-resource settings, does not become another casualty.57

Furthermore, to achieve equitable global access at scale, pharmaceutical 
companies must be open to bold, ambitious ideas, such as the voluntary 
pooling of  patents, 58 as drug producers have come under pressure to share 
patents against coronavirus.59 

8 Options to enhance access to medicines in the 
context of COVID-19 

A number of  approaches may be employed to enhance access to medicines 
related to COVID-19.60

8.1 Creation of a COVID-19 Technology Pool61

Medical innovation is urgently needed to develop and produce tools 
to fight the COVID-19 pandemic. To facilitate this, the creation of  a 
technology pool was proposed to the WHO by Costa Rica on 23 March 
2020. This mechanism would gather in one place and make available 

57 As above.

58 RFI ‘WHO “waiting for evidence” on Madagascar’s herbal coronavirus cure’ http://
www.rfi.fr/en/africa/20200506-who-waiting-for-evidence-on-madagascar-s-herbal-
coronavirus-cure-artemisia-covid-organics (accessed 28 April 2020).

59 Financial Times ‘Big drugmakers under pressure to share patents against coronavirus’ 
https://www.ft.com/content/b69afd98-a8af-40d9-b520-4231d9cac68f  (accessed  
20 April 2020).

60 Reproduced from ‘How Medicines Law & Policy is Aiding the COVID-19 Response 
using TRIPS’ Research and resources on intellectual property and health, Medicines 
Law & Policy https://medicineslawandpolicy.org/ (accessed 20 April 2020).

61 As above.
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knowledge related to prevention, detection and treatment of  COVID-19. 
It was endorsed on 27 March 2020 in an open letter to the WHO signed 
by nearly 100 public health organisations and experts, and since then 
momentum has been growing.

On 3 April 2020, the Board of  the Medicines Patent Pool (MPP) 
and UNITAID decided to expand MPP’s mandate to include health 
technology to support a COVID-19 response globally. On 6 April 2020, 
WHO Director-General supported the proposal to create a pool and 
would work with Costa Rica to finalise details.

On 7 April 2020, the Dutch government offered to help WHO create 
the COVID-19 pool, and to help fund relevant research. In consultations 
on 3 April, the Dutch Foreign Affairs Council noted that it was important 
to ensure developing countries could also access the data. An open pledge 
to, in principle, share COVID-19 related intellectual property was launched 
on 7 April 2020. Also, in April, the UK’s All-Party Parliamentary Group 
on Vaccinations for All wrote to the prime minister urging him to support 
the COVID-19 pool as well as take other actions to secure open innovation 
on COVID-19 technologies.

8.2 Effective use of compulsory licences for export

COVID-19 has renewed interest in use of  flexibilities in international law 
that can help governments increase access to medicines for their citizens. 
As seen in the earlier chapters of  this Reader, countries that lack the 
manufacturing capacity to produce a particular medicine can benefit from 
an amendment to the WTO’s TRIPS Agreement, article 31bis, that allows 
medicines under a compulsory licence to be made for export. However, 
37 high income countries have opted out of  using it to import medicines.

On 7 April 2020, Knowledge Ecology International published an 
open letter62 calling on these 37 countries to opt back in. In the age of  
COVID-19, this is critical for several reasons. First, in a public health 
crisis, even high income countries will need to diversify their supply base 
to ensure access to all who need medical technologies as urgently as it is 
needed. Secondly, the manufacture of  Active Pharmaceutical Ingredients 
– what makes a medicine effective – is increasingly outsourced to India 
and China, even when the final medicine is made elsewhere. This means 
these high income countries could face challenges in their ability to make a 
critical component domestically, which is what article 31bis is designed to 
address. Third, having more countries willing to import on a compulsory 

62 See Ann 1.
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license can contribute to economies of  scale that bring down prices for 
medical technology. Thus, even if  high income countries do not need to 
issue such compulsory licenses or their own use, doing so can help in 
countries where an affordable price is necessary to be able to treat their 
citizens.

8.3 Options for regional economic communities63

The system for compulsory licensing for export of  TRIPS article 31bis 
created some interesting options for Regional Economic Communities 
(RECs) that have a majority of  LDC members. According to TRIPS 31bis 
(3), they can bundle demand and place orders for the supply of  the entire 
region whether developing countries or LDCs. This is called the ‘regional 
exception’ and was put in place to allow for the creation of  economies 
of  scale. The ‘regional exception’ is only relevant for Regional Economic 
groupings in Africa because economic regions elsewhere do not have a 
majority of  LDCs members.64

TRIPS 31bis (3) 

‘With a view to harnessing economies of  scale for the purposes of  enhancing 
purchasing power for, and facilitating the local production of, pharmaceutical 
products: 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) shall not apply 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’.

63 See ‘Options for Regional Economic Communities’ Research and Resources 
on Intellectual Property and Health, Medicines Law and Policy https://
medicineslawandpolicy.org/tools/options-for-regional-economic-communities/ 
(accessed 20 January 2020).

64 For details on how this system works see the report ‘Procurement of  Patented 
Medicines by SADC Member States’ https://medicineslawandpolicy.org/wp-
content/uploads/2017/02/SARPAM-TTATM-Report-Graphics-Apr15-ENGLISH.
pdf  (accessed 22 April 2020). This document describes scenarios of  the use of  TRIPS 
art 31bis for the Southern African Development Community (SADC). These scenarios 
can be applied to any REC with a majority of  LDC members.
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The following scenarios are therefore possible:65

a. There is capacity to produce the generic medicine in the REC. A 
compulsory licence or public non-commercial use (‘government use’) 
licence can be issued to produce for regional purposes without export 
quantity limitation in the region, based on the regional exception 
under article TRIPS 31bis, to supply to all the countries in the REC;

b. There is no capacity to produce the generic medicine in the REC, 
but the generic is available from affordable generic source(s) outside 
the REC. Importation into the REC and re-exportation to other 
REC countries is possible. An ordinary compulsory or government 
use license may be required to import in some countries of  the REC 
which have granted patents claiming the medicine; and

c. The generic medicine cannot be produced in the REC, nor seem to be 
available from affordable generic source(s) outside the REC. Use of  
compulsory or government use license based on TRIPS article 31bis 
is required to import and re-export within the region is possible using 
TRIPS ‘regional exception’.

9 Concluding remarks 

The advent of  COVID-19 definitely raises issues beyond just access to 
medicines. It has also raised issues turning around governance in public 
health care systems as well as economic considerations, which invariably 
affect access to medicines.

The effects of  the access to medicines hurdles in the COVID-19 era 
could be mitigated by employing a number of  accompanying measures 
in two phases, which could reveal other challenges linked to health 
systems in Africa generally. The first concerns border containment and 
restraint of  intra-national movement of  persons. The second phase is 
hard containment. The containment phase requires engagement of  the 
following strategies to overcome the pandemic:

• identify contaminated persons;
• isolate;
• treat; and 

65 As above. See also, Medicines Law & Policy ‘How Medicines Law & Policy is Aiding 
the COVID-19 Response using TRIPS’ Research and resources on intellectual property 
and health. For a detailed explanation of  all three scenarios, see P Boulet, & E ‘t 
Hoen ‘Trade, TRIPS and Access to Medicines: Procurement of  patented medicines 
by SADC Member States’ A Report for SADC Member States and the future SADC 
Pharmaceutical Procurement Services (SPPS) based on the lessons learned during the 
Trade, TRIPS and Access to Medicines project 2012-2014 (2006).
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• keep morality low.

Nearly all countries have undergone these phases although they are 
slackening up in relation to the second due to its economic impact 
especially in countries with weak economies. African countries could 
not meet up with the accompanying package of  total lockdown such as 
electronic orders and payments of  food and medicines, organised supply 
systems, and provision of  food supplies to underprivileged or poor families 
with subsistence livelihoods whose daily income from petty businesses or 
farm produce. Complete lockdown suggests that these people will die of  
hunger. From the end of  governments, the relaxation of  the measures was 
as a result of  their negative impact on the economy, particularly in terms 
of  loss of  taxes as result of  reduced business operations. Loss of  taxes 
which are a major source of  public finance would mean that governments 
will not be able to meet the minimum threshold of  their traditional 
obligations including providing basic health care needs. In the wake of  
this situation, governments seem to be trading off  health for the economy. 
However, it has been suggested contrarily, although unproven, that health 
and the economy are both sides of  the same coin since a better economy 
will normally generate funds which will be used to respond to health needs 
including quality and affordable much needed medicines. 

In any event, the success of  the strategies would depend on whether 
national health systems are not overwhelmed in order to keep the mortality 
rates low. As a matter of  fact, the peak of  the disease should not exceed the 
capacity of  intensive health care systems. Hence, the quality of  national 
health care systems, standard of  governance and social capital constitute 
the litmus test for every country. If  any test is weak, the cases will rise 
exponentially. Unfortunately, most African countries have poor health 
care systems and they have been easily overwhelmed by the pandemic. 
The health systems are hardly proactive but often reactive amid budgetary 
and visionary constraints Yet, this is true for all countries including even 
rich nations like the US and the UK, which have been hard hit as a result 
of  lack of  proactive polices and measures. Lack of  proactiveness causes 
system failures even where there is money simply because the diseases’ 
timing, waits for no one. Indeed, it is its timing that matters not your 
timing; else instead of  you managing it, it manages you. The US has 
had the opportunity of  being prospective through proactive measures 
starting with the laying of  a concrete foundation back to the George 
Bush Jr administration through the Obama Administration, but which 
was lost under the Trump Administration. The Obama Administration, 
for one, left behind a 69-page pandemic playbook to prepare the Trump 
Administration in the event of  a pandemic outbreak (Box 1). It was 
carefully ignored and the country lost two valuable months that caused it 
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in terms of  lives and economic loss.66 The former US President, Obama, 
described the response an ‘absolute chaotic disaster’ in a video conference 
call with members of  the Obama Foundation Family Association.67

Box 1:  Some policy highlights and strategies in the US 69-page 
Pandemic book

S Silverstein (April 2020)

The book was finished in 2016 and provides a step by step list of  priorities. 
Recommendations include that government moves fast to fully detect 
potential outbreaks and secure supplemental funding. Each section of  
the book includes specific questions that must be asked and decision that 
should be made at multiple levels. For example is there sufficient personnel 
protective equipment for health worker who are providing medical care? As 
one of  the early decisions officials should address when facing a potential 
pandemic. If  Yes, what are the triggers to signal exhaustion of  supplies? 
Are additional supplies available? If  No, should the Strategic National 
stockpile release to states? The book advises officials as to question the 
numbers on the viral spread, ensure diagnostic capacity and check US 
stockpile of  emergency resources. These are some of  the strategies and 
key policy decisions contained in the book, amongst numerous others in 
the book.

Hypothetical case study68

Imagine a safe and effective breast cancer drug is launched on the market 
but the price is very high. Patents have been granted in all countries with 
production capacity, preventing generic production to start before the 
end of  the patent expiration. The patent holder is not willing to consider 

66 S Silverstein ‘Obama’s former national security advisor Susan Rice reveals exactly 
what the US has done wrong in handling the coronavirus pandemic and where we 
go from here’ (April 2020) www.businessinsider.com/former-national (accessed  
9 May 2020). See also, D Diamond & N Toosi ‘Trump Team failed to follow NSC’s 
pandemic playbook’ (March 2020) www.politico.com/amp/news/2020/03/25/
trump-coronavirus-national-security (accessed 9 May 2020).

67 NBC television news of  08 May 2020.

68 Excerpted from L Senbanjo ‘African countries need to challenge the idea of  a 
homogenous approach to COVID-19’ (16 May 2020) Quartz Africa https://qz.com/
africa/1858008/africa-needs-to-challenge-the-homogenous-approach-to-covid-19/ 
(accessed 9 May 2020).
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voluntary licences. Countries with production capacity have not yet made 
any decision to issue a compulsory licence. No generic source is therefore 
available for countries without or with insufficient production capacity, 
even if  these countries would be prepared to issue a compulsory licence. 

How can the above situation be remedied? 

Some ideas 

• By invoking the special compulsory licence for export of  generic 
medicines to countries without (sufficient) production capacity 
(TRIPS article 31bis).

• TRIPS article 31bis does not need to be invoked in case a compulsory 
licence is needed to import sources of  generic medicines that are 
already available on the international market. See also voluntary 
license.

• While in principle the system is available for all WTO Members, in 
2003 some high-income countries opted out of  the mechanism as 
importers. These countries are: Australia, Canada, the European 
Communities (with its member states), Iceland, Japan, New Zealand, 
Norway, Switzerland, and the United States. However, these countries 
that have chosen to opt out of  the use of  the TRIPS 31bis mechanism 
as an importer can still use compulsory licensing to allow importation 
of  generic medicines that do not require a compulsory licence in the 
country of  production. See also voluntary license.

Question: What if  there is no generic supply available?

If  there is no generic supply available, you will need to make use of  the 
system of  TRIPS article 31(f) to trigger production of  the needed medicine 
by a generic company in another country. The WTO has created a special 
compulsory licence pathway for situations where a country does not 
have its own production capacity or not sufficient production capacity to 
produce the medicine and the medicine is patent protected in a country 
that does have production capacity. This pathway is is now contained in 
article 31bis.

NB: There are several model uses of  TRIPS flexibilities available from the 
Medicines Law and Policy website, depending on a country’s particular 
circumstances and needs. The website provides detailed flow charts for 
individual country needs and RECs willing to use the TRIPS flexibilities 
in different scenarios. 
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Annexure 1

KNOWLEDGE ECOLOGY INTERNATIONAL

Open letter asking 37 WTO Members to declare themselves eligible to import 
medicines manufactured under compulsory license in another country, under 
31bis of  TRIPS Agreement

(https://www.keionline.org/32707)

Background

In 2001, the World Trade Organization (WTO) began negotiations on 
the rules regarding patents and access to medicine. While several issues 
were clarified and resolved in the November 2001 ‘Doha Declaration on 
TRIPS and Public Health‘, the negotiations took nearly two more years 
to adopt on August 30, 2003, a decision that was a limited ‘waiver of  the 
export restriction’ on medicines and diagnostic tests manufactured under 
a compulsory license. The final resolution was complicated. Among the 
controversial features was the definition of  an ‘eligible importing member’, 
which allowed WTO members to declare themselves ineligible in some 
cases or in all cases. In 2017, this decision became a formal amendment 
to the TRIPS agreement. Today 37 members of  the WTO are listed as 
ineligible to import medicines manufactured in another country under 
a compulsory license, including the governments of  Australia, Canada, 
Iceland, Japan, New Zealand, Norway, Switzerland, the United Kingdom, 
United States, and the European Union, including the following member 
states: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czechia, Denmark, 
Estonia, Finland, France, Germany, Greece, Hungary, Ireland, Italy, 
Latvia, Lithuania, Luxembourg, Malta, Netherlands, Poland, Portugal, 
Romania, Slovakia, Slovenia, Spain, Sweden.

On April 7, 2020, more than 30 groups and three dozen experts on 
health, law and trade sent an open letter to those 37 WTO members, asking 
that ‘countries to notify the WTO that they have changed their policy and 
now considers itself  an eligible importing country, and in addition, to also 
use whatever legal means are available to revoke the opt-out as importing 
members, for goods manufactured under a compulsory license’.

The letter follows, followed by comments from several of  the persons 
signing the letter as individuals or through their groups.



458   Chapter 12

April 7, 2020

Open Letter to Governments of  Australia, Canada, Iceland, Japan, New 
Zealand, Norway, Switzerland, the United Kingdom, United States, and 
the European Union, including the following member states: Austria, 
Belgium, Bulgaria, Croatia, Cyprus, Czechia, Denmark, Estonia, Finland, 
France, Germany, Greece, Hungary, Ireland, Italy, Latvia, Lithuania, 
Luxembourg, Malta, Netherlands, Poland, Portugal, Romania, Slovakia, 
Slovenia, Spain, Sweden

Re: Opt-out as eligible importer for TRIPS article 31bis, even 
during an emergency

Dear all,

We are writing to ask that your government reverse an earlier decision 
to voluntarily opt-out of  a mechanism in the World Trade Organization 
(WTO) rules on patents that provides an exception for compulsory 
licensing rules, to enable WTO members to import drugs, vaccines or 
diagnostic tests manufactured under a compulsory license in another 
country.

The technical details can be complicated, particularly for those who 
are not experts on both intellectual property rights and WTO rules, but 
at its core, the issue is fairly simple. Until 2001, the WTO rules made 
compulsory licensing of  patented inventions of  limited use, by requiring, in 
article 31(f) of  the TRIPS Agreement, that the sale of  goods manufactured 
under a compulsory license be limited ‘predominantly for the supply of  
the domestic market’./1/

The restriction on exports had the practical effect of  making it 
very difficult for a country with a small market or a lack of  domestic 
manufacturing capacity to benefit from compulsory licensing. It also 
made goods manufactured under a compulsory license more expensive, 
by limiting the economies of  scale that could be achieved by selling goods 
globally.

While there are some exceptions and possible workarounds of  this 
restriction, the WTO recognised that article 31(f) created an unwanted 
barrier regarding access to medical inventions, and in a series of  actions 
from 2001 to 2017,/2/ enacted a new article 31bis, which provided a new 
exception to the article 31(f) restriction on exports.
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Article 31(f) of  the TRIPS Agreement is just 20 words. The new article 
31bis,/3/, which modified the restriction on exports, is more than 2,400 
words, including all of  its annexes and protocols, and has been criticized 
for its complexity and burdensome nature. Nonetheless, it provides a 
mechanism for countries to both export and import drugs, vaccines and 
diagnostic tests manufactured under a compulsory license. The ability of  
countries to import and export these technologies may prove critically 
important during the COVID-19 pandemic, as well as under future health 
emergencies.

During the negotiation, the United States and the European 
Commission led an effort to pressure higher income countries to opt-out 
of  the agreement as importers.

The definition of  an ‘eligible importing Member’ in article 31bis states 
that ‘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’.

The definition states further that ‘some Members will not use the 
system as importing Members/footnote 3/’. The countries identified in 
footnote 3 were: ‘Australia, Canada, the European Communities with, for 
the purposes of  article 31bis and this Annex, its member States, Iceland, 
Japan, New Zealand, Norway, Switzerland, and the United States’. Since 
the decision was adopted, some countries have joined the European 
Union, and the United Kingdom of  Great Britain and Northern Ireland 
have left.

We are asking that your government notify the WTO that it has now 
decided that it will use the system in whole or in a limited way. Such a 
notification might be unqualified, or it might be limited to the case of  
national emergency or other circumstances of  extreme urgency, or in 
cases of  public non-commercial use. In light of  the current COVID-19 
pandemic, which is wreaking havoc on global health and the global 
economy, it is obvious that it is not in any WTO member’s interest that 
any member opts-out as an importer.

The Financial Times, a leading voice for the interests of  shareholders 
and a robust proponent of  trade, has itself  called for compulsory licensing 
of  patents on COVID-19 drugs or vaccines./4/ The rationale for such 
action was as follows:
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‘Some will counter that domestic production is the only reliable source of  
supply. The virus has demonstrated the falsity of  this: if  the sole domestic 
factory is located in an area in lockdown its supply can disappear. Diversity 
of  sources of  supply, together with stockpiling for emergencies, is the safest 
policy. Another vital trade policy issue will arise in the near future: the 
licensing of  drugs and vaccines effective against the virus. The world has 
an overwhelming interest in ensuring these will be universally and cheaply 
available. Fortunately, trade rules allow compulsory licensing. If  necessary, 
it must be used’.

Because of  global supply chains, countries may need access to active 
pharmaceutical ingredients and other essential medical components, 
manufactured elsewhere but patent protected at home. They may also 
need access to finished products, if  domestic supplies or manufacturing 
capacity are insufficient. It’s totally irrational for any country, even a rich 
country, to keep its own hands tied to meet the COVID-19 needs of  its 
population by voluntarily shutting itself  off  from patented ingredients, 
components, and essential medical products and supplies.

Moreover, it is not only irrational in the sense that the opting out 
works against the opting out countries’ self-interest. Those who opt out 
(especially when they are rich countries with developed and relatively well 
funded health systems) do not only harm themselves but also harm other 
countries who are willing to use compulsory licenses. When they opt out 
they decrease the potential market for drugs, vaccines, medical devices, 
or diagnostic tests manufactured under a compulsory license in another 
country. As a result, manufacturers in countries who use compulsory 
licenses can expect to sell fewer quantities. This may prevent them from 
benefiting from economies of  scale, which could mean they would have 
to charge higher prices or forego production altogether. Therefore, those 
rich countries should not only think about their own self-interest, but also 
should also consider their less wealthy neighbours.

The current WTO rules are flawed in several ways. One reform that 
clearly should be addressed immediately is for countries to notify the 
WTO that they have changed their policy and now consider itself  an 
eligible importing country, and in addition, to also use whatever legal 
means are available to revoke the opt-out as importing members, for goods 
manufactured under a compulsory license.

Sincerely,
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(Organizations first, followed by individuals, both listed alphabetically).

Organizations

… 

Individuals

... 
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research and develoPmenT 
for neglecTed 

and (re-)emerging 
infecTious diseases

1 Introduction

The previous chapters have addressed factors affecting access to medicines 
in Africa. They also noted that ‘access’ is not only understood in terms of  
availability (supply) of  medicines, but also, in terms of  proper prescriptions 
and administration (use) as well as bioavailability where they are 
accessible.1 Yet, Africa is not just facing problems of  high disease burden 
and access to medicines; there is also a problem of  limited availability 
of  products to prevent, diagnose and treat some age-old known diseases 
called neglected diseases (NDs) and emerging infectious diseases (EIDs) 
including re-emerging infectious diseases which are currently plaguing the 
continent. These diseases are laregly known to this continent and other 
tropical regions of  the world. Countries in these regions face the inability 
to remedy the NDs and EIDs due to insufficient or complete lack of  
appropriate medications. 

Lack of  the requisite technological and innovative R&D capacities 
in the pharmaceutical industry to produce new drugs to prevent and 
treat NDs has only worsened the plight of  these countries as developed 
countries with those capacities do not have the incentive to close the gap 
since most NDs are not known to their communities. Besides, even where 
developed countries were to be interested in saving the lives of  people 
afflicted by those diseases, the effort may not be rewarding economically 
in terms of  investment returns, due to the weak purchasing power market 
of  the NDs/EID burdened regions. This perhaps explains why out of  a 
total of  the 1556 new chemical entities marketed globally between 1975 
and 2004, for example, only 21 (1.3 per cent) new drugs were for tropical 
diseases and tuberculosis, diseases that account for 12 per cent of  the total 

1 Problems of  bioavailability include: high dose and long dose frequency, toxicity and 
side effects, patient compliance and resistance. This may all lead to poor treatment thus 
bringing back the matter to the same position as if  there were no drugs or they were not 
accessible.
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disease burden.2 Perhaps in desperation, therefore, the CIPIH pointed 
out that there is no evidence to show that the implementation of  the 
TRIPS Agreement in developing countries will significantly boost R&D 
in pharmaceuticals on Type II and particularly Type III diseases, and that 
insufficient market incentives tend to be the decisive factor.3

This chapter probes into the reasons for the lack of  incentives for R&D 
for innovation of  drugs for NDs and EIDs ravaging African countries and 
avenues to avert this situation. In this chapter, the newly emerging and 
re-emerging diseases are considered within the ambit of  NDs; they are all 
infectious diseases generating the same problem.

2 ‘Neglected diseases’ and the problem of access 
to medicines

There are 17 infectious NDs, affecting 1 billion people spread over tropical 
regions, but endemic in 149 countries worldwide.4 The ‘tropicality’ of  
these diseases has earned them another variant name – neglected tropical 
diseases (NTDs). They cause significant mortality and morbidity. As noted 
above, of  the 1556 new drugs approved between 1975 and 2004, only 21 
representing 3 per cent were for tropical diseases including tuberculosis. 
There have been strives to overturn the situation comprising increased 
attention to NDs and activities towards discovering new therapies for 
NDs involving pharmaceutical industries, the academia and non-profit 
organisations but the road to concrete successes still appears long and 
wary.

NDs diseases disproportionately affect primarily poor populations 
in low-income countries (developing and LDCs). As such, they are also 
referred to as ‘poverty-related diseases’ – infectious diseases of  poverty 
or tropical diseases. Because of  the poverty-disease nexus (Box 1), it is 
submitted that fighting disease is an efficient means to poverty alleviation 
and the attainment of  development. It is even said that people are sick 
because they are poor and they are poor because they are sick. ‘Men and 
women were sick because they were poor, they became poorer because 

2 P Chirac & E Torreele ‘Global framework on essential health R&D’ (2006) 367 The 
Lancet 9522 1560-1561.

3 Commission on intellectual property rights, innovation and public health (CIPIH) 
Public Health, Innovation and Intellectual Property Rights (2006) 102. See ch 2 of  this 
Reader (Boxes 4 & 5) of  this Reader for the description/classification of  Types I, II and 
III diseases.

4 T Bombelles ‘Neglected tropical disease research: Rethinking the drug discovery 
model’ (2015) 7 Future Medical Chemistry 693-700 at 693.



464   Chapter 13

they were sick, and sicker because they were poorer’.5 As such there is a 
direct link between poverty and health. 

Box 1: The poverty – disease nexus

(Excerpted from International Federation of  Pharmaceutical 
Manufacturers & Associations (IFPMA) Research and Development for 
Neglected Diseases: Lessons Learned and Remaining Challenges (2005) 9 – 10)

…

A closer analysis of  the excessive morbidity found in least developed 
countries shows that the bulk of  the burden of  disease is determined by 
the prevalence of  poverty. Poverty is at the source of  major health risks, 
such as insufficient and improper nutrition, poor sanitation and hygiene, 
toxic indoor smoke and extremely limited access to health education, 
all of  which determine almost 45 per cent of  disease burden in least 
developed countries. Such health risks are directly responsible for the 
majority of  infectious diseases, maternal and perinatal conditions and 
nutritional deficiencies. Thus, poverty has a direct and powerful impact 
on the disease profile, which in turn highly influences health outcomes of  
the populations concerned.

…

Lastly, it has been widely documented that poor health outcomes, 
which are largely determined by poverty, actually contribute to further 
deterioration in the financial status of  the populations concerned, thus 
creating a specific ‘vicious circle’. It is believed that adequate investment 
in health of  poorest populations is prerequisite to economic development 
of  these least developed countries

In a disease-ridden social environment, poverty-related illness becomes 
a ‘normal’ part of  everyday reality and rarely results in demand for 
appropriate health services even where available.6 CIPIH has remarked 

5 C Winslow ‘The cost of  sickness and the price of  health’ (1951) 9 cited in K Leisinger 
(2008) Corporate responsibilities for access to medicines.

6 K Leisinger ‘Corporate responsibilities for access to medicines’ (2008) Journal of  
Business Ethics http://apps.who.int/medicinedocs/documents/s19029en/s19029en.
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that ‘poverty, disease burden and research capacity all intersect to create 
challenges and opportunities for countries. Poverty affects purchasing 
power, and the inability of  poor people to pay reduces effective demand, 
which in turn affects the degree of  interest of  for-profit companies’.7

It has just been mentioned that the problem of  lack or insufficiency 
of  preventive, diagnostic and curative products is the dilemma of  NDs. 
It has been submitted that one important barrier which hinders these 
products is neglect and NDs experts’ limited access to biopharmaceutical 
industry’s small molecules, technologies and know-how. Meanwhile, lack 
of  attention to, and expertise in these diseases by the biopharmaceutical 
industry, impedes development of  the products. Unfortunately, these 
issues are not addressed whereas, global NDs programs trickle around: 
innovative and intensified disease management provision of  safe water, 
sanitation, and hygiene practices; vector control; veterinary health services 
to mention just these.8

The impacts of  NDs are astonishing. They hinder childhood 
development, limit school attendance and deprive communities and 
countries of  their viable members who could have contributed to 
development. This is evident from disability-adjusted life years from NDs 
(Table 1). It is estimated that dengue fever alone, directly or indirectly 
accounts for US$2.5 billion annually in terms of  costs in the Americas.9 
Figure 2 further below shows the need for NDs research.

Table 1: Estimated number of  disability-adjusted life years (DALYs) (in 
thousands) by cause (neglected tropical disease), and by WHO region 
(excluding the European Region)a, 2004

Neglected 
Tropical 
Disease

Worldb

WHO region

African Americas Eastern 
Mediterranean

South-
East Asia

Western 
Pacific

Human African 
trypanosomlasis 1673 1609 0 62 0 0

Chagas disease 430 0 426 0 0 0

Schistosomiasis 1707 1502 46 145 0 13

pdf  (accessed 17 June 2017).

7 CIPIH (n 3) 13.

8 See generally J Drent et al ‘Open innovation to bolster research and development for 
neglected and emerging infectious diseases’ (2008) 1 Journal of  Medicines Development 
Sciences.

9 As above.
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Leishmaniasis 0974 328 45 281 1264 51

Lymphatic 
flariasis 5941 2263 10 75 3525 65

Onchocerciasis 389 375 1 11 0 0

Leprosy 194 25 16 22 118 13

Dengue 670 9 73 28 391 169

Trachoma 1334 601 15 208 88 419

Ascariasisa 1851 915 60 162 404 308

Trichuriasisa 1012 236 73 61 372 269

Hookworm 
diseasec 1092 377 20 43 286 364

a Source: The global burden of  disease: 2004 updated (1).
b Because estimates from the European Region were omited from the table, numbers for the 

region may not always add up to the world’s total.
c Soil-transmitted helminthiases.

3 Typology of NDs

HIV/AIDS, malaria and tuberculosis have attracted substantial political 
and media attention over the last decade. WHO, the defunct MDGs and 
now SDGs, and a plethora of  various initiatives have focused on these 
three diseases that account for roughly 10 per cent of  global deaths, 
and almost 18 per cent of  the disease burden in LDCs. The SDGs, for 
example, include a target of  ending the epidemic of  NTDs by 2030 as part 
of  SDG 3 (‘ensure healthy lives and promote well-being for all at all ages’). 
However, almost by default, a large group of  diseases have been confined 
to the ‘other diseases’ category by policy makers, hence receiving much 
less political attention and financial support.10

These ‘other diseases’ include viral, bacterial, parasitic and fungal 
infections of  the tropics, together with acute respiratory infections and 
diarrhoeal diseases in children. NDs affect the most disadvantaged 
populations – chagas disease, African trypanosomiasis, onchocerciasis, 
leishmaniasis, schistosomiasis, leprosy, lymphatic filariasis, dengue 
fever, guinea worm, or blinding trachoma. These diseases lead to severe 
disfigurement and long-standing disability and present a particular social 

10 International Federation of  Pharmaceutical Manufacturers & Associations (IFPMA) 
‘Research and development for neglected diseases: Lessons learned and remaining 
challenges’ (2005) 10.
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and economic burden for the populations concerned.11 According to a 
WHO listing, the following are ‘Neglected Tropical Diseases’:

• Buruli Ulcer;
• Chagas disease (American trypanosomiasis);
• Dengue/dengue haemorrhagic fever;
• Dracunculiasis (guinea-worm disease);
• Fascioliasis;
• Human African trypanosomiasis;
• Leishmaniasis;
• Leprosy;
• Lymphatic filariasis;
• Neglected zoonotic diseases;
• Onchocerciasis;
• Schistosomiasis;
• Soil transmitted helminthiasis; 
• Trachoma; and
• Yaws.

4 Socio-economic impact of NDs

As seen earlier, disease causes problems of  life disability and reduced life 
expectancy. The impact on the economy in terms of  lost labour is just 
telling and cannot be overemphasised, particularly form a macroeconomic 
perspective.12 Meanwhile, other social consequences of  the disease burden 
pertaining to NDs concern stigma, rejection and discrimination against 
sufferers in their communities (Box 2).

Box 2. Stigma/discrimination and neglected diseases

(Excerpted from P Hunt. ‘Neglected diseases: A human Rights Analysis’ 
25)

In many societies, certain neglected diseases – including lymphatic 
filariasis, leishmaniasis, tuberculosis and leprosy – are a source of  fears, 
stereotypes and prejudices deriving from ancient religious, cultural and 
traditional beliefs, or more recent misconceptions about the origins, 
transmission and effects of  these diseases.

11  As above.

12  See J Norris et al ‘Social and economic impact review on neglected tropical diseases’ 
(2012) Washington: Hudson Institute/Global Network 4-15.
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Social stigma attached to neglected diseases worsens the spread and 
impact of  the diseases. Fear of  stigmatization can lead people living with 
a neglected disease to reject diagnosis, delay seeking treatment and hide 
the disease from employers, family and community. In short, stigma 
deters diagnosis, treatment and support. It is also an underlying cause of  
discrimination.

The socioeconomic consequences of  stigma can be more acute for 
vulnerable people or groups that are already subject to discrimination 
and marginalization, such as women, minorities, indigenous peoples, 
migrants, refugees and displaced peoples. For example, stigma attached to 
tuberculosis can be greater for women: it may lead, inter alia, to ostracism, 
rejection and abandonment by her partner. It may also be considered an 
obstacle to marriage or lead to divorce and loss of  social and economic 
support. Research on stigma and tropical diseases reveals that women 
may experience more social disadvantages than men from physically 
disfiguring conditions, such as lymphatic filariasis. 

Unlike discrimination and equality, stigma is not a legal concept. 
Nevertheless, it is an important human rights concern. Stigma can lead 
to the denial of  human rights. Moreover, the effective promotion and 
protection of  human rights has the potential to fight and eradicate stigma 
… For example:

• The realization of  the right to access to treatment can constitute an 
effective way of  combating stigma arising from neglected diseases. 
The realization of  the right to access to treatment can constitute an 
effective way of  combating stigma arising from neglected diseases 
(CESCR, General Comment 14: paragraph 12(b));

• Access to health-related education and information, which is a 
component of  the right to health, can facilitate prevention and control 
of  neglected diseases and help combat stigma and discrimination 
(CESCR, General Comment 14: paragraph 11). The right to health 
gives rise to an obligation on states to promote health education and 
organize information campaigns relating to health (CESCR, General 
Comment 14: paragraph 36).

Case law on stigma and discrimination: Hoffmann v South African 
Airways, Constitutional Court of South Africa (2000)

Facts: South African Airways refused the appellant employment as a 
cabin attendant in view of  his HIV-positive status. The appellant alleged 
that the refusal to employ him constituted unfair discrimination and was 
an infringement of  his constitutional rights to equality, human dignity 
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and fair labour practices. Section 9(3) of  the South African Constitution 
provides ‘The State may not unfairly discriminate directly or indirectly 
against anyone on one or more grounds, including race, gender, 
sex, pregnancy, marital status, ethnic or social origin, colour, sexual 
orientation, age, disability, religion, conscience, belief, culture, language 
and birth’. However, section 9(5) states ‘Discrimination on one or more 
of  the grounds listed in subsection (3) is unfair unless it is established that 
the discrimination is fair’.

Decision: The Constitutional Court of  South Africa found ‘the denial 
of  employment to the appellant because he was living with HIV impaired 
his dignity and constituted unfair discrimination’ (paragraph 40). Apart 
from the payment of  reparation, South African Airways were ordered to 
offer to employ the appellant as a cabin attendant

5 Problems related to drug innovation for NDs in 
Africa

R&D is essential for improving and making new treatment available for 
neglected diseases. In Africa, there is a controversial balance between 
disease burden and investment or public funding for R&D. The disease 
burden is 90 per cent while investment is just 10 per cent. Meanwhile, the 
reverse is true for developed countries where the disease burden is just 
10 per cent and investment is 90 per cent. This imbalance in R&D is the 
consequence of  a failure of  both public policy and the market.13 In the 
early 2000s, only 10 per cent of  global funding for research was for diseases 
which affect 90 per cent of  the world’s population, a phenomenon often 
referred to as the 10/90 gap or the 10/90 disequilibrium.14

13 P Hunt ‘Neglected diseases: A human rights analysis’ special topics in social, economic 
and behavioural research report series; No 6 TDR/SDR/SEB/ST/07.2 WHO 38.

14 See P Trouiller et al ‘Drug development for neglected diseases: A deficient market and 
a public-health policy failure’ (2002) 359 The Lancet 2188-2194.
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Figure 1: R&D EIDs comprised 1 per cent of  R&D projects in 201

Source: Access to Mediciens Foundation 2020

The creation of  new drugs to cure illnesses and diseases requires R&D. 
But once they are produced, they can easily be reproduced, thus reducing 
incentive for companies to invest in R&D for the creation of  new drugs – 
‘market failure’. To address the market failure, governments have decided 
to grant investors certain exclusive marketing rights or ‘monopoly pricing’ 
to enable them recoup their investments and make profit.15 There are some 
approaches to counter this growing tendency. Amongst the key questions 
arising in relation R&D are:16

• How can it be ensured that exclusivity is not abused and hark-back on 
access to medicines?

• What is the (highest) degree of  protection required to ensure that 
social benefits do not exceed social costs?

It is certain that if  too much protection is afforded, consumers may not 
benefit, and patentees may generate profits far in excess of  the overall 
costs of  R&D. The cost to the consumer would likely be in the form of  
reduced access and affordability. Besides, in the R&D debate it is clear 
that medicines are under-produced. This is for the simple reason that the 
pharmaceutical industry may not want to develop drugs and especially 
vaccines which are taken for only 10 - 60 days. It is much more lucrative 

15 F Ismail ‘The Doha Declaration on TRIPS and public health and negotiations in the 
WTO on Para 6: Why PhRMA needs to join the consensus’ (2003) 3(3) Journal of  
World Intellectual Property 395.

16 J McKerrow, ‘Global health problems and the challenge of  drug development’ in R&D 
Strategies for neglected diseases: A primer 20 http://gspp.berkeley.edu/iths/RDStrategies/
Class per cent20Notes.pdf  (accessed 4 April 2010).
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to design drugs which manage life-long diseases (e.g. diabetes, HIV, 
and hypertension). Patients must buy these for the rest of  their lives. 
Furthermore, only 0.1 per cent of  new drug ideas are ultimately approved 
– most drugs fail in man. Consequences? Pharmaceutical companies place 
too much on ‘me too drugs’; they take interest in people who respond 
to a certain drug; and they worry about adverse side effects that would 
interfere with profit margins.

5.1 Some reasons for lack of new medicines for NDs

It should be noted that medicines exist for some NDs and are completely 
free. In some regions, some NDs have been eradicated. There is evidence 
that the driving force behind the relative disincentive for R&D for continuing 
NDs may be related cost and lack of  funds against the backdrop of  the 
localisation of  NDs in poor tropical regions. This tendency is explained 
in Box 3 below.

Box 3. Cost of R&D for NDs

(Excerpted from P Herrling Making drugs accessible to poor populations: a 
funding model, corporate sector-related innovations, Global Forum Update 
on Research for Health 5 152-154).

According to a recent publication by Mary Moran et al, public-private 
partnerships (PPPs) or product development partnerships (PDPs) 
involving non-governmental organizations (NGOs), academia and the 
pharmaceutical/biotech industry have generated a growing early pipeline 
of  new drug therapies for neglected diseases such as malaria, tuberculosis, 
Dengue and parasitic diseases such as Leishmaniasis, human African 
trypanosomiasis and Chagas disease. This activity resulted in about 63 
projects in 2005, several of  which are in early clinical testing. Despite 
the high attrition rate it is to be expected that several of  these projects 
will approach full development towards registration with costs of  several 
hundred million US dollars per project. A study by Dalberg, commissioned 
by the International Federation of  Pharmaceutical Manufacturers & 
Associations (IFPMA) and Novartis estimates that US$6-10 billion will 
be needed for that purpose in the next 10 years.

In comparison, in the same study the estimated cost of  building this 
early pipeline was around US$0.5 billion, allocated by a variety of  private 
and public donors to PDPs. There is no indication that the current donors 
could generate sufficient funds for full development of  the neglected 
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diseases pipeline. There is a danger that a very unfortunate situation will 
arise where innovative compounds for neglected diseases in the pipeline 
that show a promising proof  of  concept in early human studies will stall 
in further development for lack of  funding

An accusing finger for lack of  incentive in R&D for NDs has been pointed 
at the academia in the poor regions as if  to say, and rightly too, however, 
that they are numb as to health dilemma affecting their regions (Box 4 
below).

Box 4.  Why new medicines for NDs are lacking in poor regions 
of the world.

(Excerpted from International Federation of  Pharmaceutical 
Manufacturers & Associations (IFPMA) Research and Development for 
Neglected Diseases: Lessons Learned and Remaining Challenges (2005) 15 - 16)

…

Why new medicines are lacking has been widely debated and various 
reasons have been identified. Certainly, the key factor lies in the fact 
that these diseases are at the cross-section of  major challenges: because 
of  their specific localization and entrenchment in the world’s poorest 
regions, these diseases do not represent any direct threat for developed 
countries populations. This removes most incentives from both public 
and private sector research in developed countries which is the source of  
pharmaceutical innovation. This has resulted in a significant gap in the 
development of  new drugs for these indications, as they have failed to 
attract sufficient attention from research facilities.

Another factor in creating a disincentive for R&D efforts is the fact 
that, for most of  diseases often listed as ‘neglected’, treatments exist 
and have been available for many years. In some cases this has lead to 
successful eradication campaigns. The theoretical quest for an ‘ideal’ drug 
(very safe, very effective, very stable, and inexpensive) faces the realities of  
scientific and industrial research that lead to better products after decades 
of  incrementally innovative steps, a luxury difficult to afford when 
addressing diseases affecting the poorest populations.
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Although often cited as the main culprits, the relatively low number 
of  R&D programs to address neglected diseases in pharmaceutical 
companies’ research facilities can also be explained by the similarly low 
interest of  public sector and academic research in this field. Clearly, the 
lack of  prospect of  potential return on investment is a major impediment 
to attract the significant investments required for drug R&D. However, 
upstream research is also lacking. Important epidemiological data about 
prevalence and incidence of  the neglected diseases is missing, as a result 
of  insufficient public health research into problems of  least developed 
countries. Leading medical journals also provide evidence of  the relatively 
low academic interest in such diseases of  poverty (the number of  articles 
published is in the single percentage digits for most international peer 
reviewed journals). This composition of  the editorial boards of  major 
tropical medicine journals, only include 5 per cent of  members affiliated 
to countries with a low human development index. This may explain their 
lack of  interest in the subject. Similarly, only 5 per cent of  the articles 
in these journals have been exclusively written by authors from least 
developed countries.

5.2 The problem of ‘new’ medicines for NDs

The question of  access to medicines for NDs sometimes is not one of  lack 
of, or unaffordability, but one of  lack of  ‘new’ and adapted medicines 
to prevent and treat them. This is because free therapeutics for most of  
these diseases exist and have proven to be effective to the extent that some 
of  them have been eradicated or put under control in some areas (Box 
5 and Tables 1 and 2 below). However, with the advent of  HIV/AIDS, 
some diseases like tuberculosis are re-emerging as opportunistic infections 
leading to quicker death in infected persons. 

The necessity of  ‘new’ medicines for NDs stems from the need to solve 
the problem of  bioavailability. As a result of  gene mutation or poor drug 
administration, some diseases have developed resistance over the years 
and now require new and adapted medications. Poor drug administration 
(or even prescriptions) leads to bioavailability problems. Bioavailability 
relates to the availability and efficacy of  a drug in the human system and 
so involves issues as high dose and long dose frequency, toxicity of  the 
drug and side effects, patient compliance and resistance. These may lead 
to poor treatment. For example, the cocktail of  drugs, frequency of  doses 
and duration of  treatment – six months in the case of  tuberculosis alone 
is tedious and discouraging for patients and may provoke abandonment 
or irregularity in administration. This often leads to resistance of  the 



474   Chapter 13

tuberculosis virus and extension of  the treatment. It is a serious challenge 
in medical pathology. 

Box 5. Existence of treatment in some cases of NDs and 
successfully eradicated or controlled NDs 

(Excerpt from IFPMA as above 10-11)

…

Medicines exist

Given that the policy debate around the issue of  ‘neglected diseases’ often 
focuses on the need for new products, it is important to highlight that 
many of  these diseases can be treated with existing cost-effective therapies. 
For some diseases these therapies have led to successful control and 
elimination programs. Nevertheless, a large number of  the world’s poorest 
people continue to bear a heavy but clearly avoidable health burden.

…Childhood diseases, diarrheas and malaria represent roughly 15 
per cent of  the burden of  disease of  high-mortality developing countries. 
Most of  these deaths are child deaths (under-five mortality) – around 3.4 
million children die annually of  these three diseases, which represent 35 
per cent of  all under-five mortality occurring annually. It is estimated that 
88 per cent of  child diarrhoeas, 91 per cent of  malaria and up to 100 per 
cent of  childhood. 

Meanwhile, for many diseases that are often referred to as neglected 
(endemic in tropical zones), successful control and elimination programs 
have been established. 
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Tables 1 and 2 below are examples of  diseases for which effective 
treatment exist and for which successful disease control programmes 
respectively exist (sourced from the IFPMA publication cited above pp. 
11 and 12).

Table 1. Examples of  Diseases for Which Effective Treatment Exist

Disease Current Disease Status Existing Treatment

Childhood 
diseases

1.12 million children die each 
year

Effective, low cost vaccines exist 
for all major childhood disease, 
including pertussis, polio, diphtheria, 
measles, and tetanus

Diarrhoeal 
diseases

1.8 million deaths result from 
diarrhoea each year, 90 per cent 
are children under 5, mostly in 
developing countries

Oral rehydration therapy (ORT), 
once considered the most important 
medical advance in this century, 
can prevent about 90 per cent 
of  child deaths from diarrhoel 
dehydration at the cost of  10 cents 
per treatment.

Malaria 1.3 million people die from 
malaria each year, 90 per cent of  
whom are children under 5

Effective prevention and 
treatment tools exist, which if  
applied properly, could lead to 
important decrease of  malaria 
burden.

Schistosomiasis 160 million people are infected 
with Schistosomiasis. The disease 
causes tens of  thousands deaths 
every year, mainly in sub-Saharan 
Africa.

Schistosomiasis can be treated 
with praziquantel at the cost 
of  30 cents per child, per year, 
including delivery costs.

Vitamin A 
deficiency

Between 100 and 140 million 
children are vitamin A deficient.

An estimated 250 000 to 500 
000 vitamin A deficient children 
become blind every year, half  of  
them dying within 12 months of  
losing their sight.

Vitamin A is low cost and can 
be easily administered as a food 
supplement.

Table 2. Successful Diseases Control Programs

Disease/
Program

Pharmaceutical Industry’s 
Contributions

Achievements

Onchocerciasis

Mectizan Donation

Program

Merck donates Mectizan 
(ivermectin) to all who need it and 
as long as necessary. To date, the 
company has donated over one 
billion tablets, with more than 
300 million cumulative treatments 
distributed.

The program is reaching more 
than 40 million people a year 
in 34 countries. The progress in 
controlling the disease allows 
being optimistic that by 2010 
onchocerciasis will no longer be a 
public health problem.



476   Chapter 13

Leprosy

Global Alliance 
to Eliminate 
Leprosy

Novertis donates US$35 million 
in multi-drug treatment for 
leprosy, and works with WHO 
and other partners to improve 
delivery and care.

Over 13 million people have 
been cured of  leprosy and the 
prevalence rate has dropped 
by over 90 per cent since 1985, 
and the number of  countries 
considered endemic has been 
reduced from 122 to 15

Lymphatic 
Filariasis

Global Alliance 
to Eliminate 
lymphatic

Filariasis

In 2004 GlaxoSmithKline has 
donated 67 million treatment of  
albendazole and expects to donate 
up to 6 billion treatments in the 
next 20 years. Merck has donated 
20 million treatments of  Metcizan 
in 2003.

Nearly 85 million people – 30 
million from whom are children 
– have begun to be protected 
from lymphatic filariasis. This is 
a marked increase compared to 
the year 2000 when only 3 million 
people at risk were covered.

Guinea worm

Guinea worm

Eradication 
Program

Johnson&Johnson has donated 
enough medical supplies such s 
Tylenol, foceps and gauze, to treat 
more thn 3,000 villages in the 
endemic countries.

Joint efforts of  this initiative’s 
partners have reduced 99 per cent 
of  the disease globally.

Blinding 
Trachoma

International 
trachoma initiative

Plizer is committed to broadening 
the program at least to 10 
new programs and expects to 
donate about 135 million more 
treatments over next five years.

Over 5 million people have been 
rid of  active trachoma infection 
through antibiotic treatment 
and more than 70,000 cases of  
blindness have been prevented 
through surgeries;

African 
trypanosomiasis

WHO Program 
to Eliminate 
Sleeping

Sickness

Aventis has supplied some 1.2 
million drug ampoules of  three 
medicines used in treatment, as 
well as financially supported the 
work of  mobile medical teams 
and research activities of  WHO 
on a new formunation of  a drug 
for African trypanosomiasis;

During the past three years, more 
than 60,000 people have benefited 
from this initiative, receiving 
medical counsel, screening and 
treatment.

The following reasons may well explain off  the successes registered in the 
control of  some NDs in the above table for which therapeutics exist:17

• Sustained national government and donor commitment;
• Clear objectives (eg time frame);
• Use of  targeted effective interventions;
• Sustained drug donation programs;
• Monitoring and evaluation systems;
• Embedded program-oriented and strategic research; and
• Relative biological stability of  targeted diseases.

17 As above 13.
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6 Human rights approach to R&D for NDs and 
EIDs

The obligation to fulfil the right to health requires States to adopt necessary 
measures to ensure the full realisation of  the right. These measures should 
therefore necessarily include promoting medical research (CESCR, 
General Comment 14: paragraph 36). Low-income countries often lack the 
economic or technological capacity to subsidize R&D into major health 
issues facing their populations. In a resolution on the right to health, the 
UN General Assembly recognises: 

[T]he need for further international cooperation and research to promote the 
development of  new drugs, vaccines and diagnostics tools for diseases causing 
a heavy burden in developing countries, and stresses the need to support these 
countries in their efforts in this regard, taking into account that the failure 
of  market forces to address such diseases has a direct negative impact on 
the progressive realization in these countries of  the right of  everyone to the 
highest attainable standard of  physical and mental health.18

7 What prospects for R&D for NDs and EIDs?

R&D for new drugs to tackle NDs and EIDs must be encouraged. 
Pharmaceutical R&D incentives are necessary to set this goal on motion. 
Funding R&D is capital but most countries hit by the NDs burden are poor 
and cannot readily provide funding. Filling the funding gap is therefore 
fundamental. Strategies here should not gear at investment returns through 
profitable pricing because NDs, as aforementioned, are poor peoples’ 
diseases and poor markets cannot ensure investment returns. The CIPIH 
report was quoted above as saying that poverty affects purchasing power, 
and the inability of  poor people to pay reduces effective demand, which 
in turn affects the degree of  interest of  for-profit companies. Generally, 
Pharmaceutical R&D has three facets and they are all relevant in the case 
of  NDs: 

• development of  new chemicals;
• modifications of  existing new chemical entities (NCES – new 

chemical derivatives, new formulations, new combinations); and
• development of  new processes for manufacturing drugs (whether 

old or new) – eg India’s research on promising new compounds to 
treat NDs is fraught with insufficient funding. But pharmaceutical 
companies like Novartis have developed a commendable approach in 

18 Res 58/173.
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solving this problem of  funding for the discovery and specifically the 
development of  new treatments for NDs. This is discussed in the next 
section below.

7.1 Filling the funding gap

Novartis has a long-standing commitment to the fight against NDs as 
exemplified by the large-scale Coartem malaria initiative, the leprosy 
donation program, the TB dots partnership and the Novartis Institute 
for Tropical Diseases in Singapore, which focuses on research on dengue 
fever, human African trypanosomiasis, tuberculosis, malaria and other 
NDs. Norvatis has a longstanding commitment fight NDs by finding new 
medicines to treat them. Novartis has developed a project design for a 
Fund for R&D in Neglected Diseases (FRIND) to address the funding of  
research on new treatments for NDs. This model is applicable to disease 
areas with large medical need but where no commercial returns can be 
expected. FRIND would raise and allocate resources to the discovery 
and development of  the most promising compounds to address NDs, 
whether placed with pharmaceutical industry/biotech players, public 
research institutes or product development partnerships (PDPs). FRIND 
would initially identify 10 neglected diseases and fund research on a step 
by step process as research progresses, evaluate and fund only promising 
compounds and own licences on any funded compounds with an obligation 
that medicines developed will be made available at non-for-profit prices.

In January 2016, Norvatis joined forces with more than 80 leading 
pharmaceutical and biotechnology companies, to call for a global united 
front with governments against the re-emergence of  drug-resistant 
infections. 

Box 6. A model to fund R&D for neglected diseases: the example 
of Novartis’ FRIND project

(Excerpted from P Herrling Making drugs accessible to poor populations: a 
funding model, Corporate sector-related innovations, Global Forum Update 
on Research for Health 5 152-154).

The model is designed to apply only to disease areas with large medical 
need but where no commercial returns can be expected and where normal 
market mechanisms therefore do not apply and where pharmaceutical and 
biotech companies can only invest very limited R&D funds. Examples are 
the 10 diseases on the TDR list
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Funding and governance. The fund can be financed by the current 
donors to PDPs but in view of  the magnitude envisaged governments 
of  both developed and developing nations will have to contribute. 
Representatives of  the donors would constitute the Board of  the fund in 
which the disease scope, product scope (eg medicines/vaccines only, or to 
include diagnostic methods etcetera) and the strategy would be defined. 
The Board would not be involved directly in the portfolio management 
within the strategy. The mission of  the fund must include the obligation 
to make available the therapies it funds to poor patients in the developing 
world for free or at an affordable price, or at least at no profit (if  a profit can 
be made, then the normal market mechanisms will be applicable). FRIND 
would only finance the R&D component and would need partners/other 
donors for manufacturing and distribution

Potential applicants. Any entity, academic, biotech/pharmaceutical 
company or PDP with a therapeutic/ diagnostic project fulfilling a medical 
need for a neglected disease within the scope of  FRIND can apply to the 
fund.

Portfolio management team/scientific advisory board. The 
members of  the portfolio management team should have the same profile 
and skills found in large pharmaceutical companies’ portfolio decision 
teams, scientific-, medical, technical-R&D, regulatory-, economics-experts 
familiar both with the therapeutic area and the environment in which the 
new drugs should be applied (field experts).

Prioritization and allocation principles. The portfolio decisions should 
be made exclusively on scientific, medical, technical and economic criteria 
excluding political factors as much as possible. To reduce potential waste 
of  resources it is essential to apply a fund allocation rule where having 
estimated the totality of  funds required for the entire development of  the 
product, the portfolio team would then only allocate the funds needed 
to reach the next decision point. At this stage the new results would be 
evaluated and a new decision to continue funding to the next stage or stop 
would be made.

Overcoming the fragmentation of the neglected disease portfolio. 
An analysis of  the current neglected disease portfolio indicates that even 
within single diseases there are several actors working in parallel and with 
limited communication between them.

It is expected that the fund under discussion would become the major 
source of  funds for R&D for neglected diseases and one consequence 
would be that the portfolio management team would eventually see most 
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projects within a disease area which would allow them to compare them, 
invest in the best ones or combine them.

Intellectual property protection. Intellectual property protection is 
essential for fostering investments in research for new medicines worldwide 
and should not be an impediment to access to medicines in the developing 
world. In the context of  FRIND, intellectual property could be handled 
as follows: The inventors of  the new product to be funded by FRIND 
(academic institutions, biotech companies, PDPs or pharmaceutical 
companies) would usually patent their inventions and retain ownership. 
If  any of  the entities above apply to FRIND for funding of  their project in 
R or D they incorporate sector-related innovations return would allocate 
an exclusive licence to the fund for the particular neglected disease within 
the mission of  FRIND. The inventors would retain the rights for all 
other applications. This is important because nature does not distinguish 
between diseases of  the rich and poor. For instance, a compound developed 
for Dengue fever, a neglected disease of  increasing impact, might very 
well show useful activity in hepatitis C, an indication with commercial 
blockbuster potential, because both the Dengue virus and the hepatitis 
C virus (HCV) are genetically close because both belong to the genus 
Flaviridae. The inventor might very well want to develop the commercial 
application (HCV) using their own funds to later sell it with profit where a 
commercial market exists. If, however, the entity marketing such a therapy 
uses data that has been elaborated in a FRIND funded activity, royalties 
and/or milestones should be due to the fund to reimburse their expenses 
for the data generation.

7.2 Lessons from India’s experience and India’s contribution 
to global efforts

In India, a number of  alternatives to fill the funding gap have been 
suggested since it is clear that neither the private sector nor the public 
sector can handle the issue alone.19 These include:

• funding (the Mashelkar Committee (1999) proposal to institute a 1 
per cent tax on all pharmaceutical sales);

19 S Chaudhuri ‘Research for development of  new drugs for neglected diseases: How can 
India contribute?’ (2005) 4 et seq http://www.who.int/intellectualproperty/studies/S. 
per cent20Chaudhuri.pdf  (accessed 7 February 2011).
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• cross-subsidy (gains from incentive based R&D for global illnesses 
and some NDs can help finance R&D for most neglected diseases); 
and

• differential pricing (between the international and the domestic 
market whereby the latter would impose compulsory license with 
the payment of  royalties at pre-determined rates). This will ensure 
competition and reasonable prices but will also enable private public 
partnerships to earn some returns.

Before India became TRIPS complaint in 2005, India was the greatest 
source of  generics for developing countries and LDCs without a copycat 
technology to produce generic medicines. Since India became TRIPS 
complaint and now observes pharmaceutical patents, these countries are 
facing an additional hardship accessing patented medicines which cannot 
be copied by India. Beyond the Indian private national R&D strategies to 
develop new drugs under public and private sector initiatives, it has been 
suggested that India can also help internationally in at least two ways.20

• First, developing the process for manufacturing NCEs and the 
intermediates required, is an important component of  the process of  
new drug development (which includes laboratory testing of  NCEs, 
then clinical trials and ultimately producing and marketing following 
regulatory approval).

• Second, easing clinical research. It is estimated that about 40 per 
cent of  new drug development cost goes to clinical trials. There are 
significant advantages doing such trials in India both in terms of  time 
and cost reduction for developing new drugs for NDs. Clinical trials 
in India can be easier since it has a huge patient population. Thus, 
recruiting patients and conducting trials there can be speedy since 
there is a large number of  hospitals including specialized hospitals 
with state of  the art facilities etcetera. 

Besides, in relation to cost reduction, for example, HIV/AIDS and 
antiparasitics typically take less time to approval than other therapeutic 
classes. This suggests that NDs may often proceed through clinical trials 
faster and this would lower R&D costs.21

20 As above 6.

21 D Ridley ‘What do we really know about the drug discovery business’ in R&D strategies 
for neglected diseases: A primer 16. 
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7.3 Other gateways22

Some writers (Hubbard and Love) and mechanisms (Global Strategy of  
the intergovernmental working Group on Public Health, Innovation and 
Intellectual Property – IGWG) have advocated for a R&D treaty that 
would propose a R&D framework that focuses on equitable contribution 
to the R&D cost through multiple means so that its resources would not 
depend on high prices, which would ration access to medicines. In this 
model, all funded R&D products under the scheme will be under a separate 
production and sales competitive market where all of  the products will be 
generics.

Steve Maurer23 has also submitted that there are several different ways 
to improve research on NDs. For example, a political approach would 
focus on finding ways to persuade rich nations to divert more resources 
to ND research. Similarly, a science-based approach might focus on 
developing new technologies to cut the cost of  drug invention. This class 
focuses on economic solutions, designing incentives that allow more R&D 
effort within existing budgets and science. We will see that choosing the 
right incentive mechanism (eg prices vs. public-private partnerships) can 
plausibly improve cost-effectiveness by 20-30 per cent and possibly more.

Braunack et al have underscored the ethical side in ND research 
funding.24 They recall the fact the NDs largely remain untreated due 
to lack of  effective and affordable treatment against the background 
that they do not represent an attractive market for the pharmaceutical 
industry. They remark this situation has led to global health inequalities. 
However, they argue that this could be averted by projecting ND as a 
global research priority. The argument builds on a proposal to replace the 
patenting system (which largely conditions pharmaceutical research) with 
a global fund to reward research based on actual decreases in morbidity 
and mortality at the global level. The authors argue that ‘this approach is 
beneficial because it will decrease global health inequalities and promote 
social justice worldwide’. How remedial this proposal is from a practical 
standpoint is yet unknown since funding has always remained a problem.

22 See generally E ‘t Hoen (2009) The Global Politics of  Pharmaceutical Monopoly Power: 
Drug patents, access, innovation and the application of  the WTO Doha Declaration on TRIPS 
and Public Health 91-98.

23 S Maurer ‘Thinking through the problem’ in R&D strategies for neglected diseases:  
A primer’ 6 cited in E t’ Hoen (n 22).

24 L Oprea et al ‘Medical issues in funding research and development of  drugs for 
neglected tropical diseases’ (2009) 35 Journal of  Medical Ethics 310-314.



483Research and development for neglected and (re-)emerging infectious diseases

The above remedial variants may be individually feasible to enhance 
the related elements of  accessibility, availability, acceptability and quality 
of  ND medicines as part of  States minimum core obligations explained 
in paragraph 12 of  General Comment 14 of  the Committee on ESCR in 
relation to the right to health (article 12 ICESCR). The Committee is of  
the opinion that the right to health is not synonymous to being healthy but 
that the right comprises both rights and entitlements. Of  course then, the 
entitlements include accessibility, availability, acceptability and quality of  
medicines without exception, including medicines for NDs.

7.4 Recent developments on R&D for NDs: the South African 
experience

It has been mentioned above that medicines for preventing and treating 
most NDs exist. However, where the results have not been forth 
coming, the main reason is associated with problems of  prescription 
or administration or bioavailability and not necessarily availability or 
affordability since these drugs are free and distributed under nation-wide 
eradication programmes. Yet, the problem affecting such efforts is that 
new and well adapted medicines are needed. It is trite information that 
the African pharmaceutical industry is still at its infancy and even then 
public funding from national governments and research by the academia 
is wanting.  

However, South Africa is the exception here in the future of  
improving R&D therapeutics. The Council for Scientific and Industrial 
Research (CSIR) has developed a technology that would eventually solve 
bioavailability related problems of  existing drugs for NDs notably high 
dose, dose frequency and toxicity as in the case of  tuberculosis cocktails. 
This technology is called nanotechnology. Nanotechnology is a promising 
approach towards improving R&D therapies. Nanomedicine is the 
application of  nanotechnology in health (Box 6). Nanotechnology is the 
manipulation of  matters at atomic/molecular levels, which enhances, 
significantly, the solubility and absorption of  drugs in the human system. 
Thus, nanomedicine is not about developing new drugs, but solving the 
difficulties of  existing drugs – reformulating them to enhance solubility 
and targeting disease agents in the body’s system through:

• ensuring quick absorption;
• reducing toxicity in the system by targeting only disease infected 

areas, avoiding unhealthy cells and interference with other drugs. 
This reduces the quantity of  drugs in the system, the treatment time 
and dose frequency. It would be possible for, example, to take a 
nanocapsule once a week or month instead of  daily doses; and 
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• destroying the atmosphere for subsistence of  disease agents (virus, 
bacteria or parasite) by modifying cell proteins or the PH levels in 
cells in order to kill or stop the replication of  such agents in the body.

Box 7. CSIR’s nanomedicine breakthrough

Background

CSIR is a leading scientific and technology research organisation, 
implementing research projects throughout Africa. The CSIR 
Encapsulation & Delivery Research Group is developing a nanotechnology-
based targeted drug delivery system (DDS) that will improve the current 
inadequate therapeutic management of  TB. It is envisaged that DDS 
will target infected cells, and enable enhanced easier entry; slow release 
and enhanced retention of  the antibiotics in the cells, hence reducing the 
current dose frequency from daily to once a week intake and lessen the 
total standard treatment time from six to two months. 

Infections Diseases of  Poverty (IDP) are the major cause and 
consequence of  considerable poverty in developing countries, particularly 
those in sub-Saharan Africa. The annual global death toll of  HIV/AIDS, 
Malaria and TB approaches 6 million people.

Although effective therapeutic regimes against these diseases are 
available, treatment failure due to poor adherence (which in turn leads 
to the emergence of  drug resistant strains) remains a challenge. Other 
shortfalls include high dose and dose frequency due to poor bioavailability, 
hence long treatment durations and associated negative side-effects. These 
in turn lead to poorer treatment outcomes and increased cost of  treatment. 
Accordingly, the drawbacks of  conventional therapy necessitate the 
development of  a delivery or carrier system which can release the drug 
in a slow and steady manner over a period of  time to the affected parts of  
the body.

Nanomedicine: A novel approach towards improving IDP therapies

Nanotechnology for drug delivery offers a suitable means of  delivering 
small molecular weight drugs as well as macromolecules such as proteins, 
peptides or genes to specific tissues and intracellular compartments. 
Nanoparticles are submicron-sized (less than 1 micron) polymeric colloidal 
particles with a therapeutic agent encapsulated within their polymeric 
matrix, or adsorbed or conjugated onto the surface. These particles 
possess very high surface to volume ratio, thus allowing for an intimate 
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interaction between the surface of  the particles and the mucus of  various 
tissues. The major advantage of  nanoparticulate drug delivery systems is 
that the release of  the active agent can be controlled and sustained.

We propose the use of  nanomedicine to address the current shortfalls 
of  PRD therapies. Nanoparticles facilitate the subcellular distribution 
activity of  drugs in infected cells, thus addressing the major shortfalls of  
failed HIV/AIDS, malaria and TB therapies. These carrier systems will 
also reduce unwanted systematic side effects associated with conventional 
free drugs.

This approach will increase the availability of  the drug at the target 
area, therefore enabling reduction of  the currently high dose and dose 
frequency, treatment time and toxic side effects associated with current 
PRD therapies. We envisage that nanotechnology-based drug delivery 
will improve patient compliance to treatment, treat drug resistant cases 
more effective and reduce the infection rates. Our approach is generic, 
in that any drug (anti-malarial, anti-retroviral, anti-cancer, anti-TB drugs, 
etcetera) can be encapsulated.

The CSIR nano drug delivery projects

The nanoecapsulation of  the four fist line anti-TB drugs: Isoniazid 
(INH), Rifampicin (RIF), Ethambutal (ETB) and Pyrazinamide (PZA) 
in particles of  250-400mm, using a novel multiple emulsion spray-drying 
technique, has been successfully achieved. The Polymer used is Poly 
(lactide-co-glycolide), PLGA. A patent application has been filed on the 
method of  preparing the nanoparticles, and has received an International 
Search Report from reviewers confirming its novelty.

In vitro release assays showed that the nanoencapsulated drugs were 
released in a slow manner over a period of  several days. The particles’ 
were taken up by cells in vitro indicating feasibility of  intracellular 
drug delivery. The bacterial growth index in THP-1 cells treated with 
encapsulated RIF was reduced compared to that of  cells treated with free 
RIF and extracellular bacteria were killed by the encapsulated drug over 
a period of  time.

Assays conducted in mice indicate that the nanoparticles are non-toxic 
and are distributed to all tissues. The drugs were released over a period of  
six days and the minimum inhibitory concentration for RIF and INH was 
maintained over this period. An efficacy study <as performed over four 
weeks, in which equal doses of  the free drugs were administered to HR37 
V TB-challenged mice once every day, or the encapsulated drugs once 
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every seven days. The encapsulated drugs showed comparative efficacy to 
the free drugs, against the TB bacterium, and the cfu counts obtained form 
the treated mice were significantly different from those of  the untreated 
mice. These are important results because they confirm the feasibility and 
slow release, and reduced dose frequency.

7.5 What next?

Most priority R&D projects (63 per cent) are being conducted by five 
companies: GSK, Johnson & Johnson, Merck KGaA, Novartis and Sanofi. 
Specific medicines, vaccines, diagnostic tests or other products that are 
needed as a priority by people living in low- and middle-income countries 
have been identified. The need for priority R&D has been identified for 45 
diseases, conditions and pathogens, with different sets of  gaps per disease. 

Figure 2: Priority R&D represents almost one quarter of  the total R&D pipeline

Source: Access to Medicines Index 2018

The chart above compares the pipelines of  priority R&D projects for 20 
companies. The top five companies account for almost 63 per cent of  
these.

Diseases with the least attention here include several haemorrhagic 
fevers, several parasitic worm diseases, syphilis, Buruli ulcer, cholera 
and diarrhoea caused by E. coli. Some of  these are rarer diseases, while 
others have weaker global health community push and donor support. 
For malaria, there is at least one project for each gap identified. For both 
tuberculosis and HIV/AIDS, there is one gap left unaddressed by the 
20 companies. Coverage of  product gaps for leishmaniasis and Chagas 
disease is patchier, with four out of  nine product gaps being addressed.
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The pipelines for HIV/AIDS, malaria, tuberculosis, leishmaniasis 
and Chagas disease show that the combination of  (1) prioritising gaps, 
(2) donor funding and (3) research collaboration can be successful in 
engaging pharmaceutical companies in priority R&D.25 Getting more 
companies involved in priority R&D would not only increase the numbers 
of  products being developed, but would also reduce the negative impact 
of  individual companies deciding to halt their engagement in such R&D. 

Figure 3: Five companies are developing most priority R&D

The chart compares the pipelines of  priority R&D projects for each of  
the 20 companies evaluated. The top five companies account for almost 
63 per cent of  these.

25 D Edwards ‘New products alone are not enough. Pharma can do more to halt COVID-19’ 
(14 APR 2020) Access to Medicine Foundation https://accesstomedicinefoundation.
org/news/new-products-alone-are-not-enough-pharma-can-do-more-to-halt-covid-19 
(accessed April 2020).
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human righTs insTiTuTions 
and sTraTegies for 

access To medicines

1 Introduction

Several institutions may be involved in the access to medicines process. 
They may be human rights-based or not and are of  various shades. At 
the extremes are political and judicial institutions. In-between are quasi-
judicial bodies such as national human rights institutions. Within these 
institutions, many strategies ranging from lobbying, to complaints, right 
up to litigation may be employed, where necessary, to enforce the right 
to access to medicines. The institutions and strategies are not all inclusive 
in the sense that there is institutional choice and the strategies may be 
undertaken at the same time or alternatingly. While there a several 
institutions and strategies, the outcome of  any chosen one would largely 
depend on the resources and adaptability of  the complaint in relation to 
the choice of  the institution and strategy. 

The representation in the table below may not be exhaustive and may 
not necessarily be exactly the same in all countries at the national level, 
but at the international and regional levels, the institutions and strategies 
are applicable to all countries belonging to the relevant international 
or regional body. Thus, the difficulty would be where a country is not 
part of  either. Essentially, the institutions are judicial or administrative 
authorities that would play monitoring and rights enforcement roles in 
relation to access to medicines. Some are merely political institutions 
which politically drive access to medicines issues. While still, others are 
civil society organizations (CSOs) which can trigger change in policy 
(nationally or internationally) through activism, and actually help in its 
implementation, as well as, undertake capacity building on access to 
medicines issues.

This chapter seeks to identify the different institutions and strategies 
that could be employed with respective to each of  them, to increase access 
to medicines in African countries, with particular emphasis on National 
human rights institutions (NHRIs). 
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2 Relevant institutions and strategies

The schematic table (Table 1), which follows, explains the relevant human 
rights institutions and their main strategies which may be used to improve 
access to medicines. It should be remarked that the choice of  the normative 
framework should be taken into consideration – it enables the suitability 
of  the forum to be chosen. The following should then guide the choice of  
the forum:

• Accessibility – physical (in terms of  proximity or propinquity); 
economic (financial cost); exhaustion of  local remedies;

• Efficiency – in terms of  likelihood of  succeeding;
• Enforceability – to ensure that the mechanism chosen can issue 

enforceable decisions;
• Cost – in terms of  risks, uncertainties, duration time and effort;
• Jurisprudentiality – credibility of  the institution in building a strong 

and reliable jurisprudence in terms of  rendering sound, consistent, 
and persuasive decisions; and

• Legitimacy – ownership of  the institution in terms of  constituency and 
confidence.

The following broad strategies may be helpful in engaging a human rights-
based approach to access to medicines:

• The use of  human rights arguments in regional and domestic court 
cases dealing with intellectual property;

• The articulation of  norms in the international and regional human 
rights systems;

• The use of  human rights arguments and frameworks to secure greater 
pharmaceutical corporate accountability; 

• The use of  health-related rights to build multilateral and regional 
alliances that can more effectively oppose free trade agreements 
(FTAs) with TRIPS-plus provisions; and

• To make human rights claims in an advocacy context that call upon 
the moral power of  human rights over IP interests.

Group discussion: Expand on the above strategies and find where 
possible, cases and examples where they have been used 
successfully or not in your country or region.
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3 Thematic investigation of the role of NHRIs in the 
access to medicines strategy

National human rights institutions (NHRIs) are administrative bodies set 
up to promote, protect and monitor human rights nationally. They have 
a significant role to play in the access to medicines agenda, yet they are 
generally very less involved. NHRIs play a role in advancing the rule of  
law (including with regard to the judiciary, law enforcement agencies 
etcetera), receiving and treating complaints, as well as contributing to 
effective Parliaments, strong and dynamic CSOs amongst other things. 
These are access to medicines advocacy tools.

The report by Peinheiro and Baluarte on the mandate of  NHRIs 
as quasi-human rights institutions at the national level is instructive 
in the context of  access to medicines (Box 1). These authors note that 
NHRIs are States’ creation and that although States have a central role in 
protecting and enforcing human rights, being in the position of  judge and 
party, NHRIs institutions can only have credibility from efficiency if  they 
can truly be independent from government influence. The authors state 
that ‘It is obvious that the regular accomplishment of  the State obligations 
to implement human rights and the creation of  National Institutions 
contributes to the good “image” of  the country in the international 
community. But while national institutions … are usually either 
constitutionally entrenched or established by Government, an effective 
national institution will be one which is capable of  acting independently 
of  Government, party politics and other external influences’.

Box 1.  The Role of National Human Rights Institutions in State 
Strategies

(P Pinheiro and D Baluarte ‘National Strategies – Human Rights 
Commissions, Ombudsmen, and National Action Plans’ (2000) Human 
Development Report 2000 Background Paper 1-5)

The Role of  National Human Rights Institutions in State Strategies

…

Human Development Report 2000 will focus on the theme of  human rights 
and human development. Its message will be that human development 
and human rights are mutually reinforcing approaches to development, 
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each bringing valuable strengths and tools to the task. In a broad and 
complex perspective, State human rights strategies are crucial for the 
protection and promotion of  human rights. As States work to become 
responsible members of  the international community, the formation and 
implementation of  these strategies are essential for the fulfillment of  the 
obligation they assume to defend the human rights of  those individuals 
residing within their borders. One main instrument utilized in the 
definition of  these State strategies is the establishment of  Human Rights 
Institutions on the national level. 

Part one of  this study deals with the conceptual and historical aspects 
of  National Human Rights Institutions. 

Part 1.  National Human Rights Institutions: Concept and 
definition 

A National Human Rights Institution is established on the premise that the 
existence of  laws alone is not enough to assure the rights of  the individual 
within the societal framework. The institution is in turn created to act 
as a support within that framework and is generally defined as a body 
whose function it is to promote and protect human rights. The Institution 
is most commonly of  an administrative nature, granted neither judicial or 
law making powers. However, it is not uncommon to find institutions that 
combine administrative and quasi-judicial elements. In some cases, the 
Constitution provides the basis for the establishment of  such Institutions 
though, in most cases, laws or decrees create them. These bodies may be 
attached, though not subordinate, to the executive or legislative branch of  
government. 

Though some countries have extensive experience protecting human 
rights, the National Human Rights Institution began to take on an 
increasingly important role over the past two decades in a wide variety 
of  national contexts. The structural and functional diversity of  the 
Institutions which have since evolved is relatively great due to the fact 
that they reflect the particularities of  the political regimes and regional 
differences of  the countries in which they have been formed. In spite of  this, 
these institutions may be grouped into three broad categories: “Human 
Rights Commissions”, “Ombudsmen” and other “Parliamentary Human 
Rights Bodies” and “Specialized Human Rights Agencies”. Though 
in many cases the title of  these bodies is not a definitive guide to their 
functions, the definitions that follow present a set of  guidelines to aid in 
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the understanding of  the role played by these institutions in the national 
human rights apparatus. 

1.1 The Human Rights Commission 

The main objective of  the Human Rights Commission is to ensure that the 
laws and regulations concerning the promotion and protection of  human 
rights are effectively applied. Most Commissions function independently 
of  the government though they are often required by law to submit reports 
to the legislature. Though the focus of  these Commissions was initially 
centered on the defense of  civil and political rights, they have responded to 
the increased trend of  State ratification of  the International Covenant by 
including economic, social and cultural rights in their agendas. 

The Commission realizes its objective in a number of  ways. One of  
its most important roles is to receive and investigate complaints of  human 
rights abuses. The Commission’s role in the investigation and resolution of  
complaints is, in some cases, primarily one of  conciliation or arbitration. 
Although they are rarely granted authority to impose legally binding 
outcomes to parties to a complaint, there exist the possibilities of  forming 
special tribunals or transferring the case to civilian courts as a means of  
offering a more definite resolution. 

Another essential function of  the Commission is to review the 
government’s human rights policy as well as the implementation of  
ratified human rights treaties. The goal of  the Commission in this case is 
to draw attention to the deficiencies in specific areas and suggest means 
for improvement. 

Finally, the Commission is often entrusted with the important 
responsibility of  improving community awareness of  human rights 
issues. This is achieved by informing the community of  the Commission’s 
purpose and function, organizing seminars, holding counseling services 
and meetings and producing and disseminating human rights publications. 

1.2  The ombudsman 

At first glance, many Ombudsman institutions and Human Rights 
Commissions may appear indistinguishable. Indeed, in the area of  
receiving and investigating complaints their functions do overlap. They 
are also alike in the sense that neither is usually granted the power to make 
binding decisions. In spite of  these similarities, upon further investigation 
it becomes apparent that these institutions do differ in more than mere 
nomenclature. 
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Where the Commission concerns itself  with discrimination and 
human rights abuses perpetrated by individuals, groups or the government, 
the Ombudsman has the primary objective of  protecting nationals from 
rights abuses authored by public officials or institutions. In other words, 
the function of  the Ombudsman is to insure fairness and legality in public 
administration 

Although the specific mandates of  Ombudsmen vary from country to 
country, all follow similar procedures in the performance of  their duties. 
The Ombudsman receives complaints from members of  the public and, if  
a violation of  rights can be identified, initiates an investigation. In order to 
effectively carry out this task, the Ombudsman is generally granted access 
to the documents of  all relevant public authorities. The Ombudsman is 
given full independence from the government and declared politically 
impartial to ensure that the investigation is not compromised. Individuals 
may lodge complaints directly with the Ombudsman or, as is the case 
in some countries, may be required to submit their complaints to an 
intermediary such as a Member of  Parliament. It is important to note that 
the Ombudsman can also investigate a possible violation of  human rights 
when no specific complaint has been lodged. This is common when the 
Ombudsman identifies a violation of  an entire group’s rights. 

1.2.1  Parliamentary Human Rights Bodies

Where the Office of  the Ombudsman is an independent rapporteur to the 
Parliament to promote and protect human rights, there also exist Bodies 
established within the Parliament to facilitate and reinforce this process. 
Parliamentary human rights bodies are one of  the main mechanisms 
enabling Parliament to set up standards to guarantee human rights, in 
particular those specially mandated to monitor human rights. They can 
work in close co-operation with other parliamentary body committees, 
such as those dealing with justice, foreign affairs, and social affairs. As 
Mary Robinson, the United Nations High Commissioner for Human 
Rights, writes; “(T)he parliamentary form is perhaps the most symbolic of  
democratic governance – itself  a prerequisite for authentic human rights 
promotion and protection.”. 

Parliaments are becoming increasingly aware of  their responsibility to 
act as human rights guardians. Indeed, of  the 120 national parliaments, 
which exist today, 40.8 per cent of  them have formal bodies dealing 
specifically with human rights8. The variety of  mandates assigned to these 
Bodies reflects the particularities of  the national context in which they are 
established. However, they do have the common goal of  ensuring that the 
standards set out in the Universal Declaration of  Human Rights and the 
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two International Human Rights Covenants as well as other human rights 
instruments, are translated into law and become realities in practice. We 
will just highlight a few examples of  those bodies and some of  their main 
characteristics. In the UK a joint House of  Lords and House of  Commons 
Parliamentary Human Rights Group (All Party) was created in 1976. The 
group receives verbal and written reports of  violations of  human rights 
throughout the world and has an active role in the denunciation of  gross 
human rights violations in many continents; establishes contact with inter- 
governmental agencies and other parliamentary groups in order to widen 
the debate on human rights and publishes briefing papers on the situation 
of  human rights in other countries. In Slovenia (1997) the “Committee 
for Petitions” monitors the implementation of  international instruments, 
co-operates closely with the Human Rights Ombudsman that deals with 
violations of  the rights of  individual citizens and reports to the National 
Assembly. In cases where certain rights and freedoms in the country are 
repeatedly violated, the Committee initiates a wide ranging campaign to 
draw the public’s attention to the matter. In Brazil the committee receives, 
evaluates and investigates complaints regarding threats or violations 
of  human rights; establishes and supervises government programs; 
cooperates with international organizations. Since 1996 the Committee 
has successfully organized a National Conference on Human Rights each 
year with the participation on average of  more than 400 representatives 
of  Civil Society Organizations, CSOs; the Committee played a very 
active role in the preparation of  the Brazilian Human Rights National 
Program and in the monitoring and evaluation of  the implementation of  
the Program. In Bolivia the Human Rights Committee of  the Chamber of  
the Deputies, established in 1979, is very active and frequently criticizes 
the government publicly. 

In Nicaragua, the Committee for Human Rights and Peace was 
established in 1981 with the mandate to seek information and documentation 
from State authorities and request officials to expound on matters relating 
to the performance of  their functions; it states its positions with respect 
to bills designed to promote and protect human rights. The Committee 
works in coordination with three NGOs: the Nicaraguan Human Rights 
Center (CENIDH), the Human Rights Standing Commission (CPDH) 
and the Nicaraguan Association for Human Rights (ANPDH). In South 
Africa the Constitution has established two bodies: the Joint Committee 
on Human Rights Commission and the Joint Committee of  the Public 
Protector. The first is responsible for relations with the Human Rights 
Commission, an independent State institution set up by the Constitution; 
the Joint Committee on the Public Protector is responsible for relations 
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with the Public Protector, another independent body also set up by the 
Constitution. 

1.3  Specialized Human Rights Agencies

The Specialized Human Rights Agency is an institution, which is 
established to ensure the protection of  the rights of  a specific group of  
citizens. Members of  the community who are most commonly entitled 
to this protection are persons belonging to ethnic, linguistic and religious 
minorities, indigenous populations, aliens, migrants, immigrants, refugees, 
children, women, the poor and the disabled. 

These specialized agencies are established to promote government 
and social policy as well as to ensure that domestic government practices 
fulfil international human rights obligations. They perform very similar 
functions to the more broadly mandated Human Rights Commission 
and Ombudsman mentioned above. They are generally entitled to initiate 
investigations into alleged violations of  the rights of  individuals or the 
entire group defined in their mandate but, like other National Human 
Rights Institutions, they generally have no power to make binding decisions 
in the resolution of  the problem they identify. It is not uncommon for 
them to be created within branches of  the State apparatus and they often 
act as consultants or advisors to parliament or the executive branch of  the 
government10. We just indicate the existence of  these institutions and we 
do not have the ability, in the limits of  the present study, to consider these 
agencies. They are located inside the structure of  the diverse ministries 
in each government and a proper study of  them would require specific in 
depth country cases.

…

NHRIs should therefore normally have an oversight role both in terms of  
probing into government action on access to medicines as ombudspersons 
– interrogating the propriety of  government policies, checking violations 
and ensuring fairness in access – and raising awareness. The Paris Principles 
relating to the status of  NHRIs can play a crucial role in enhancing 
NHRIs’ role in the access to medicines agenda through its rating system 
of  NHRIs. Through the rating system, NHRIs would strive to improve on 
their NHRIs through enhanced involvement in access to medicines issues. 
The ‘A’ status NHRI is one of  the best relay mechanisms at country level 
to ensure the application of  international human rights norms, including 
those relating broadly to the right to health, and those specifically 
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relating to the right to access to medicines in the present context. The 
global network for NHRIs, Global Alliance for NHRI (GANHRI) can 
also play an importance role in furtherance of  this mission. Likewise, 
the regional Network of  African National Human Rights Institutions 
(NANHRI). GANHRI has an internal accreditation system based on the 
Paris Principles.
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general conclusion

The overall picture one gets from the access to medicines discourse in 
Africa is that, although a human rights issue, it suffers the wedge of  several 
incoherent and unconscionable factors with far reaching consequences. 
Yet, access to medications has been recognised as involving both the right 
to life and the right to health under international law1, thereby imposing a 
corresponding duty on States to fulfil it. Access to medicines is a core right 
within the right to health, requiring immediate and unconditional action 
by States on the basis of  the principle of  proportionality in the realisation 
of  other fundamental human rights. It should be recalled here that access 
to medicines and medicines themselves are public goods and medicines 
remain a core element in the realisation of  the right to health defined 
by the standard of  the ‘highest attainable state of  physical and mental 
health’. States are therefore required to unconditionally give effect to it.

Chiefly, IP regimes shaped by the WTO TRIPS minimum standards 
Agreement have had a far reaching impact on poor peoples’ access to 
medicines. There are flexibilities that have been explained and clarified 
in the interest of  less developed countries but which have not been fully 
utilised for various reasons. It has been seen that it is only in relation to 
HIV/AIDS that flexibilities like government use licences and compulsory 
licences have been sought to enhance access to medicines, while other 
ailments stand out in cold. Even then, this has often been at the expense 
of  actual threats and pressure from pharmaceutical companies or their 
home countries. The absence of  a national administrative and legal 
infrastructures and/or procedures to implement flexibilities in several 
developing and LDCs have also accounted for the ineffective exercise of  
the right to access to medicines. 

Alongside the usual IP regimes, States’ duties to ensure access to 
medicines are generally clogged in the so-called ‘TRIPS plus’ or ‘super 
TRIPS’ standards within bilateral or regional trade agreements or obscure 

1  A Yamin ‘Not just a tragedy: Access to medications as a right under international law’ 
(2006) 21 Boston University International Law Journal 325 at 370.
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national anti-counterfeiting and competition laws. Yet, these duties are 
enshrined in various human rights instruments and other interconnected 
arrangements and pronouncements, and are comprehensive enough to 
warrant strict and unfettered observance. States are even required under the 
ICESCR to resort to international assistance and cooperation with other 
States and institutions to fill in the gap of  inadequate available resources 
towards the progressive realisation of  the right to access to medicines 
where necessary. It should be recalled that States are the primary duty 
bearers of  fundamental rights. However, alongside States’ primary duty to 
implement the right to access to medicines, international institutions and 
pharmaceutical companies also have a corresponding duty to ensure the 
right. The relevant UN treaty monitoring bodies, notably the Committee 
on ESCR, alongside other international instruments, pronouncements 
and mechanisms, have explained and reiterated all these issues. 

One thing that emerges from the discourse on access to medicines 
is that in support of  any framework strategies to implement the right, 
States must show a clear political will whether in shaping national policies 
or seeking assistance or resorting to flexibilities. Meanwhile, one of  the 
significant outcomes of  the Doha Declaration on the TRIPS Agreement 
and public health as seen is that, it literally proclaimed the primacy of  
public health over private trade interests. 

Addressing the right to access to medicines from the narrow ambit 
of  non-discrimination, physical access, affordability, quality, acceptability, 
and information access is not enough. In fact, States’ human rights duties 
to respect, protect and fulfil the right to access to medicines should be 
viewed holistically as involving a broad range of  processes (from quality 
control, approval and procurement, down to distribution and management 
systems, including prescription and use) and issues including the impact 
of  poverty. 

Poverty, disease burden, gender ramifications on access strategies and 
research capacity all intersect to create challenges and opportunities for 
less developed countries in the access to medicines discourse. Poverty, for 
one, does not only engender sickness and vice versa, but actually results in 
a weak purchasing power in disease-burdened regions, thereby creating a 
large but unattractive market for R&D therapeutics. While PPPs are not 
readily feasible options for R&D in these countries, other push incentives 
such as direct public spending, philanthropic investments, R&D grants 
and fiscal incentives are worthwhile strategies. On their part, poverty-
based diseases – NDs – have been entangled in the controversial situation 
where new medicines to tackle them are lacking and there are no research 
incentives to obviate the problem. But NDs have also shown that lack of  
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availability of  medicines sometimes may not be the problem in the general 
theory of  access to medicines. Other issues such as unaffordability, 
unsustainable financing, and irrational selection, procurement, 
distribution, prescriptions and use of  medicines are all involved in the 
access to medicines problematic. Besides, the lack of  prioritisation of  
access to medicines in budgetary heads is also an issue clearly delineating 
a further problem – political will. 

It is strongly desirable for African countries to abandon individual 
efforts and move towards a wider regional or continental caucus in 
considering local manufacturing with their own R&D capacities and 
technologies for the development of  new drugs in order to address the 
current heavy disease burden on the continent. To achieve this end, there 
must be a political will amongst States, South-South cooperation between 
governments and scientists together with the pharmaceutical industry and 
CSOs. However, the real starting point is the allocation of  the necessary 
funding and building the requisite capacities.

The right to access to medicines in Africa is undoubtedly muddled in 
a complex web of  mercantile interests and politics versus public health 
needs. Nevertheless, States’ political will and accountability, above all, can 
ensure the right. This is often lacking and can be seen from the place of  
public health in national budgets, and most especially, the lack of  will 
to implement the Abuja commitment to allocate 15 per cent of  national 
budget to public health. All efforts at ensuring access to medicines will 
remain talkative unless the accountability of  States for unmet standards 
becomes a reality in Africa. The Republic of  South Africa is the torch 
bearer here as legal activism has borne fruits in making the government 
accountable for failing to meet its commitments and constitutional 
obligations. As a matter of  fact, the South African courts have emphasised 
time and again that the duty of  the courts is to (ensure respect of) the 
Constitution. Other African countries are required to follow this twilight 
alongside other genuine legal and policy actions to ensure access to 
medicines for all citizens as a right and not a privilege. 

One final note. The COVID-19 pandemic has clearly shown that 
the access to medicines narrative is not just about medicine and laws, IP 
regimes, trade policies and the politics the pharmaceutical industry; it 
is also about public health systems and governance, which may impact 
access. Inexistent or poor public health systems and governance will 
definitely frustrate access to medicines strategies.
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*

*                               *

‘We live in a hugely challenging time and, looking around at the world we 
have made, it’s easy to feel hopeless or angry. But, just as the problems we face 
are of  our own making, so their solutions are within our reach …’

(Max Richter cited in Maria Popova ‘All Human Beings: Eleanor Roosevelt’s Reading 
of  the Universal Declaration of  Human Rights Reimagined as a Soulful Serenade 
to Diversity and Dignity by Composer Mex Richter’ Brianpickings. https://www.
brainpickings.org/2020/07/10/all-human-beings-max-richter-eleanor-roosevelt-udhr/ 
(accessed 7 July 2020))
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