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Executive summary

This hampered early efforts to widen access 
to antiretroviral therapy in low- and mid-
dle-income countries. In this context, the 
Doha Declaration on the TRIPS Agreement 
and Public Health, (adopted in 
November 2001 at the Fourth World Trade 
Organization (WTO) Ministerial 
Conference was a major milestone. The 
Doha Declaration clarified the scope of, and 
provided interpretive guidance for, the poli-
cy flexibilities embodied in the TRIPS 
Agreement that could be used to ameliorate 
the impact of patents on access to medi-
cines. It also extended until 2016 the 
transition period before least-developed 
countries (LDC) must provide patent pro-
tection to pharmaceuticals. Of equal 
importance was the confirmation provided 
by the Doha Declaration that public health 
considerations can and should condition 
the extent to which patents on pharmaceu-
ticals are enforced and that flexibilities in 
the TRIPS Agreement could be used to im-
prove access to medicines.

In the decade since the adoption of the 
Doha Declaration, the vision and the clari-
fications it provided have been pivotal to 
increasing access to antiretroviral therapy 
in low- and middle-income countries. The 
Doha Declaration’s impact has been wide-
spread, affecting policy, legislation and 
procurement decisions considerably.

The Doha Declaration and the Doha-
inspired public health decisions of the 
TRIPS Council include a number of compo-
nents that have directly increased access to 
medicines in low- and middle-income coun-
tries. A sizeable number of low- and 
middle-income countries have proactively 
used TRIPS flexibilities to produce and pur-
chase generic antiretroviral medications. 
The use of these flexibilities for introducing 

The transformation of HIV from almost cer-
tain death to a chronic condition for many 
people living with HIV in low- and middle-
income countries is a significant public 
health achievement. By the end 
of 2010, 6.6 million people in low- and 
middle-income countries – 47% of the total 
number eligible – had access to antiretrovi-
ral therapy. This represents a dramatic 
increase from the 300 000 (2.7% of those eli-
gible) on antiretroviral therapy in 2002. This 
remarkably effective scaling up of access to 
antiretroviral therapy has been, in large part, 
due to a drastic fall in antiretroviral drug 
prices during this period. In 2000, three-
drug antiretroviral therapy combinations 
cost US$ 10 000–15 000 per person, per year. 
Today the price for a similar regimen is less 
than US$ 120 per person, per year in many 
countries; a 99% reduction in cost.

Generic competition in low- and middle-
income countries has played a major role in 
the fall of antiretroviral prices in the past 
decade. This has enabled individuals, gov-
ernments and international funding 
agencies, such as the Global Fund to Fight 
AIDS, Tuberculosis and Malaria (Global 
Fund) and the United States President’s 
Emergency Plan for AIDS Relief (PEPFAR), 
to be able to afford these treatments. 
Maintaining generic competition became 
increasingly complex as low- and middle-
income countries were impacted by 
the 1994 Agreement on Trade Related 
Aspects of Intellectual Property Rights 
(TRIPS), which required enforcement of 
patent protection for pharmaceutical prod-
ucts, including medicines and diagnostics.

While TRIPS did include flexibilities for ac-
cess to essential medications, there was 
a lack of consensus over the meaning of, 
and methods for, utilizing those flexibilities. 
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Executive summary

achieving universal access in the June 2011 
United Nations Political Declaration on 
HIV/AIDS will require the continued use 
and possible expansion of TRIPS 
flexibilities.

Action will also be needed to tackle a range 
of emerging challenges. One is the sustaina-
bility of generic production during a period 
of threats to HIV treatment budgets. The 
patent status for newer antiretroviral medi-
cations in countries such as India that are 
major generic antiretroviral suppliers also 
needs to be carefully monitored. It is criti-
cal that all available flexibilities are used by 
countries affected by HIV in order to en-
courage generic manufacturers to remain in 
the market. Bilateral and regional trade 
agreements are another area of concern, 
and IP enforcement initiatives may also 
raise barriers to access. Of equal impor-
tance is the need to enact key 
Doha-inspired decisions, such as 2002 plan 
that facilitates compulsory licensing by 
countries with insufficient or no manufac-
turing capacity in the pharmaceutical 
sector. So far only one country has utilized 
that system, raising concerns about its prac-
tical use. All concerned stakeholders need 
to convene and address its shortcomings.

The continued use of TRIPS flexibilities re-
mains as critical today as it was in 2001 when 
the Doha Declaration was adopted. We can-
not afford to be complacent. Determined 
efforts to use these flexibilities in the face of 
challenges, as well as taking innovative ap-
proaches to support the use of TRIPS 
flexibilities, including the Medicines Patent 
Pool, south-south cooperation initiatives and 
patent transparency initiatives, will provide 
options for maintaining and expanding the 
gains that the global community has made in 
equitable access to HIV treatment.

generic competition has achieved a reduc-
tion in the prices of originator medicines. In 
addition, the Doha Declaration has also had 
a positive impact on high-income country 
intellectual property (IP) policies and access 
to medicines. Donor countries now permit 
the use of their funds to procure generic 
antiretroviral medications for low- and middle-  
income countries.

UNAIDS has strongly supported the use of 
TRIPS flexibilities and advocated for coun-
tries to make greater use of them in order 
to help achieve universal access to treat-
ment. Other important international and 
multilateral institutions, including the 
United Nations Development Programme 
(UNDP), the World Health Organization 
(WHO), the WTO and the Global Fund, 
have adopted clear policies supporting the 
use of TRIPS flexibilities. Various UN 
agencies and international organizations 
have significantly increased their technical 
assistance programmes in support of 
TRIPS flexibilities. Civil society organiza-
tions have relied on the Doha Declaration 
for their advocacy campaigns and for pro-
curing antiretroviral medications for their 
treatment programmes. Generic drug com-
panies have increased their investments in 
antiretroviral production, including pro-
duction of fixed-dose combinations. In 
addition, originator pharmaceutical com-
panies have tempered their prior 
opposition to the use of TRIPS flexibilities.

The global community has good reason to be 
proud of the impact that the first decade of 
the Doha Declaration has had on access to 
antiretroviral therapy and other medicines 
but there is much more to do in the second 
decade. With only 47% of people eligible for 
treatment currently receiving antiretroviral 
therapy, the reiteration of commitments to 



Doha+10 TRIPS flexibilities and access to antiretroviral therapy UNAIDS | 5

1. Introduction

the capacity to make low-cost generic 
antiretroviral medications existed, origina-
tor medicines, costing more than 
US$ 10 000 per person per year for a full reg-
imen, dominated the marketplace. As 
a consequence, antiretroviral therapy was 
only really available and affordable to people 
living with HIV in high-income countries. 
For people living with HIV in low- and mid-
dle-income countries, advancing immune 
suppression was a sign of imminent disabili-
ty and death. In countries such as India, 
where some capacity for generic production 
existed, the challenge was to supply these ge-
nerics to other developing countries. Patent 
restrictions in the importing countries, or 
lack of information regarding the patent sta-
tus, had raised barriers. In some cases, even 
where there were no patents, it was errone-
ously assumed that the TRIPS Agreement 
somehow created an international patent.

It was in this context that the impact of IP 
protection (particularly patenting) on the 
pricing and affordability of antiretroviral 
therapy became a central issue. The debate 
focused on whether the IP rules set by 
the 1994 WTO’s TRIPS6 were restricting ac-
cess to existing HIV medicines for low- and 
middle-income countries. The problem be-
came apparent to the global community 
when 39 pharmaceutical companies sued the 
South African Government, citing violation 
of TRIPS7 for parallel importation and other 
legislative provisions meant to facilitate ac-
cess to medicines. In 2001, there was a bitter 
confrontation between low- and middle-in-
come countries and a broad range of civil 
society organizations on the one hand, and 
high-income countries and originator phar-
maceutical companies on the other. 
Low- and middle-income countries and civil 
society organizations argued that patents on 
pharmaceuticals used in the developing 

The UN Millennium Summit in 2000 was 
a turning point in the provision of HIV 
treatment and care. The Millennium 
Declaration that emerged from it recognized 
the need for the global community to com-
prehensively tackle the HIV epidemic by 
expanding prevention, treatment and 
care.1 World leaders committed to halt the 
expansion and begin to reverse by 2015 the 
spread of HIV, malaria and other major dis-
eases. The leaders also committed to 
providing special assistance to children or-
phaned by HIV. Millennium Development 
Goal 6 made combating HIV central to the 
Millennium Development Goals 
(MDGs),2 with target 6.B setting 2010 as the 
year by which universal access to HIV treat-
ment should be achieved. In addition, under 
MDG 8, target 8.E commits the global com-
munity to providing access to affordable 
essential drugs in developing countries.

In 2001, the United Nations General 
Assembly Special Session on HIV/AIDS 
(UNGASS) built on the momentum generat-
ed by the adoption of the MDGs. In the 
Declaration of Commitment on HIV/AIDS, 
adopted at UNGASS, participants unequivo-
cally recognized that care, support and 
treatment were fundamental elements of an 
effective response.3 The Declaration called 
for national strategies able to address factors 
affecting the provision of HIV-related drugs, 
such as affordability and pricing.

While the Millennium Declaration and 
UNGASS, along with international and na-
tional efforts including the work of 
UNAIDS4 and the Médecins Sans Frontières 
(MSF) Access to Medicines campaign,5 suc-
ceeded in placing treatment for HIV on the 
global health agenda, the situation in low- 
and middle-income countries remained dire. 
Although the technology and in some cases 
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Chapter 1: Introduction

performed. This, along with interviews with 
key informants involved in negotiation of 
the Declaration, in antiretroviral therapy 
procurement and in HIV treatment pro-
grammes, forms the basis of this study.

This analysis begins with a brief outline of 
the policy and legal effects the Doha 
Declaration had on both the TRIPS 
Agreement and the actions of those involved 
in HIV treatment. In Chapter 3, the study 
assesses the impact of the Doha Declaration 
on the use of TRIPS flexibilities in low- and 
middle-income countries in different re-
gions. It also uses case studies to examine 
policy processes and actions by international 
institutions and other stakeholders. In 
Chapter 4, the study discusses the opportu-
nities for and the challenges inhibiting the 
use of TRIPS flexibilities to promote access 
to antiretroviral therapy in the next decade 
and beyond.

world raised prices and thereby reduced ac-
cess to life-saving treatment. Originator 
pharmaceutical companies and high-income 
countries argued that the larger problem in 
low- and middle-income countries was weak 
health service infrastructure. Patents, they 
argued, were needed to ensure innovation.8

The Doha Declaration on the TRIPS 
Agreement and Public Health (hereinafter 
“the Doha Declaration”), adopted in 
November 2001 at the Fourth WTO 
Ministerial Conference in Doha, Qatar, 
aimed to resolve this dispute. The Doha 
Declaration clarified the scope and interpre-
tation of the policy flexibilities embodied in 
the TRIPS Agreement that could be used to 
improve access to patented medi-
cines.9 Importantly, the Doha Declaration 
confirmed that public health considerations 
can and should condition the extent to 
which patents on pharmaceuticals are en-
forced and that flexibilities in the TRIPS 
Agreement could be used to improve access 
to medicines for all. Access to antiretroviral 
medications was a key issue in the debate 
and negotiations leading to the adoption of 
the Declaration. The HIV treatment access 
movement also galvanized global public 
opinion in support of the Doha Declaration.

The purpose of this document, which is the 
contribution by UNAIDS to the 10th anni-
versary commemoration of the Doha 
Declaration, is to evaluate the impact of the 
use of flexibilities under the WTO-TRIPS 
Agreement on access to antiretroviral thera-
py. Using lessons learnt, the possible future 
uses of TRIPS flexibilities to support univer-
sal access to HIV treatment are also 
analysed. An extensive review of policy doc-
uments and literature on the Doha 
Declaration and the use of TRIPS flexibilities 
in low- and middle-income countries was 
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2.  Intellectual property rights,  
the Doha Declaration and access  
to antiretroviral therapy

The relationship between patents and access 
to pharmaceutical products has been a cen-
tral issue in the debate surrounding IP rights 
and public policy objectives for many years. 
It is therefore no surprise that the TRIPS ne-
gotiations on pharmaceuticals were so 
controversial.10 This is also why a significant 
number of countries, including key develop-
ing countries such as Argentina, Brazil and 
India, did not grant patents for pharma-
ceutical products at that time.11

High-income countries, such as Canada, 
Australia and several in the European Union 
(EU), granted patents to pharmaceutical 
products, but also had (and continue to have) 
specially tailored policies to mitigate the 
negative effects of pharmaceutical patents. 
These policies include, among others, the 
regulatory exception in Canada, the price 
and benefits scheme in Australia, and re-
gional parallel trade within the EU. Canada, 
several EU countries and the United States 
of America, also had and continue to use 
mechanisms, such as compulsory licensing 
and government use, to deal with public 
health and other public policy impera-
tives.12 For example, between 1969 
and 1992 Canada issued 613 compulsory 
licenses for the importation and local  
production of medicines.13 The United 
Kingdom also used compulsory licensing 
(commonly referred to as ‘crown use’ in 
that country) to facilitate the provision  
of generic medicines to the National  
Health Service (NHS).

The TRIPS and public health debate was pri-
marily about two underlying issues. Firstly, 
should public health considerations condi-
tion the manner in which IP rights are 
implemented? Secondly, should liberal or re-
strictive interpretations of the provisions of 
TRIPS be adopted when dealing with public 

health-related flexibilities? These are both 
fundamental issues. As the WTO Technical 
Note on Pharmaceutical Patents and the 
TRIPS Agreement states:

“Finding a balance in the protection of 
intellectual property between the short-term 
interests in maximizing access and the  
long-term interests in promoting creativity 
and innovation is not always easy. Doing so 
at the international level is even more difficult 
than at the national level. Perhaps nowhere 
do these issues excite stronger feelings  
than in regard to pharmaceutical patents, 
where tension between the need to provide 
incentives for research and development into 
new drugs and the need to make existing 
drugs as available as possible can be acute.”14

It is in this context that the adoption of the 
Doha Declaration was hailed a major success 
in the MSF Access to Medicines campaign.15 
The Declaration was seen as an important 
milestone in the efforts by low- and middle-
income countries and key UN agencies and 
organizations, such as UNAIDS, UNDP and 
WHO, as well as civil society organizations 
to overcome IP-related barriers to access to 
medicines. The focus of the Declaration on 
the TRIPS flexibilities was particularly im-
portant since it is these flexibilities which 
guarantee the balance between the exclusive 
patent rights conferred under Article 28 of 
TRIPS and the interests of the public, con-
sumers and competitors. Box 1 contains the 
basic definitions and key public health-relat-
ed TRIPS flexibilities and their effect on 
availability and pricing of antiretroviral 
medications and other medicines.16
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Chapter 2: Intellectual property rights, the Doha Declaration and access to antiretrovirals

Box 1: Public health-relevant TRIPS flexibilities

Exhaustion of rights (parallel importation) (Article 6)
Exhaustion of rights under IP theory refers to the point at which the right holder loses legal 
control over a protected product by virtue of selling or otherwise releasing it into the channels 
of commerce. The rules on exhaustion determine whether the patent holder can prevent 
a third party from importing a pharmaceutical product where the patent holder or his licensee 
may have sold the product into another country where they also have a patent. A number of 
countries allow such imports, which are commonly known as parallel imports. These rules 
therefore address what is commonly referred to as parallel importation. In the context of med-
icines, parallel importation allows procurement agencies and treatment providers or 
third-party importers to import medicines from other countries where the prices are lower 
than the prices set in the local market by the patent holder or his licensees.

Patentable subject matter (Article 27)
The three criteria for patentability (novelty, inventive step and industrial application) are not 
defined under TRIPS. Each member is free to interpret their meanings, which can determine 
what is patented in the pharmaceutical sector. In addition, governments can refuse to grant 
patents for three reasons that may relate to public health, including inventions whose com-
mercial exploitation needs to be prevented to protect human, animal or plant life or health 
(Article 27.2); diagnostic, therapeutic and surgical methods for treating humans or animals 
(Article 27.3a); and certain plant and animal inventions (Article 27.3b).

The key impact is that countries can ensure that only true inventions are patented, so that far 
fewer products will be under patent than would otherwise be the case if the patentability crite-
ria were not carefully defined or where the power to refuse patenting in certain cases was not 
exercised. The impact is that a greater number of medicines can be available in generic forms 
in a competitive market, which has a positive impact on prices.

Research and experimental use exception (Article 30)
Under this exception, countries allow the use of a patented invention for research in order to 
understand the invention more fully and for other related purposes. The intent of this excep-
tion is to ensure that patents do not prevent scientific research that uses existing knowledge to 
generate new knowledge. The research exception is important for improving the effectiveness 
of products or the development of better-adapted formulations. This exception fosters phar-
maceutical technological progress and innovation by exempting experimentation acts for 
purposes such as inventing around the initial invention, improving on the invention or evalu-
ating the invention.

Regulatory (bolar) exception (Article 30)
This exception allows a potential competitor to use an invention to undertake acts necessary 
for obtaining regulatory approval and registration of a generic product before the expiry of 
the patent term without the authorization of the patent holder. This exception is provided to 
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ensure that generic versions of the product are available on the market immediately, or 
within a reasonable time, after the expiry of the patent. More rapid introduction of generics 
into the market leads to more rapid competition and lowering of prices.

Compulsory licensing (Article 31)
A compulsory licence, also referred to as a non-voluntary licence, is a licence granted by an 
administrative or judicial body to a third party to exploit a patented invention, without the 
consent of the patent holder. Compulsory licensing is used in public health to address 
a variety of situations including: high prices of medicines; anti-competitive practices by 
pharmaceutical companies; failure by pharmaceutical patent holders to sufficiently supply 
the market with needed medicines; and in emergency public health situations. In practical 
terms compulsory licensing can be used to bring down the prices of medicines and to en-
sure a sufficient supply of medicines in the market in cases where the patent holder cannot, 
or will not, provide sufficient supplies at the right price. It is also a critical tool in emergency 
situations where the patent holder cannot respond to an urgent situation.

Public, non-commercial use (government use) (Article 31)
The TRIPS Agreement, although not specifically mentioning government use, recognises 
such use by its references to the concept of public, non-commercial use and of patents “used 
by or for the government”. Where the state or a state agency uses patents without the consent 
of the patent holder, it is, like compulsory licensing, covered under Article 31. The distinction 
between government-use provision and compulsory licensing primarily relates to the nature 
or purpose of the use of the patent. In the case of government use, it is limited to “public, 
non-commercial purposes”, whereas compulsory licences can also cover private and com-
mercial use. As with compulsory licences, government-use orders can be used to bring down 
the prices of medicines, to ensure a sufficient supply, and address emergency situations.

Scope of pharmaceutical test data protection (Article 39.3)
Article 39.3 of TRIPS provides that members who require, as a condition of approving the 
marketing of pharmaceutical or other products that utilize new chemical entities, the sub-
mission of undisclosed test or other data, must protect such information or data against 
unfair commercial use if its generation involved considerable effort. In some jurisdictions, 
particularly the United States and the EU, this provision has been implemented by granting 
a time-limited exclusivity to the originator company. During this period the regulatory au-
thorities cannot rely on the test data to register generic substitutes (commonly referred to as 
“data exclusivity”). The TRIPS Agreement does not, however, mandate data exclusivity as 
the only way to implement the provisions. Other countries allow national health authorities 
to rely on such test data to register generic substitutes based on bioequivalence, while pro-
hibiting disclosure of the data to generic companies or other third parties.

An approach to test data protection, which allows regulatory authorities to rely on the data 
but not provide generic companies access to it, has important public health benefits. It en-
sures that generic producers do not need to conduct trials on compounds that have been 
proven to be efficacious, thus avoiding the imposition of additional costs that may be passed 
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action to address public health problems 
faced by developing countries, especially 
those resulting from HIV, tuberculosis, 
malaria and other epidemics.

•	  While IP protection is important for the 
development of new medicines, such pro-
tection also has effects on medicine prices.

•	  The TRIPS Agreement does not, and 
should not, prevent WTO members from 
taking measures to protect public health 
and it can and should be interpreted and 
implemented in a manner supportive of 
members’ rights to protect public health 
and, in particular, to promote access to 
medicines for all.

The importance of the Doha Declaration 
should be judged for what it said and the im-
plications of TRIPS Council decisions that 
derived from it (hereinafter “the Doha-
inspired public health decisions”).

The Declaration provided both general and 
specific interpretive guidance on the use of 
TRIPS flexibilities for promoting access to 
antiretroviral medications and other medi-
cines. The key statements and points in the 
Declaration include the following:

•	  The TRIPS Agreement needs to be part 
of the wider national and international 

Chapter 2: Intellectual property rights, the Doha Declaration and access to antiretrovirals

on to the consumer. This approach may also be important for preventing unnecessary and 
unethical tests, such as repeated human trials for each version of the medicine.

Competition law (Article 40)
Under Article 40 of the TRIPS Agreement, it is recognized that licensing practices or conditions 
pertaining to IP rights that restrain competition may have adverse effects on trade and may im-
pede the transfer and dissemination of technology. Consequently, the TRIPS Agreement allows 
WTO members to specify in their legislation the specific licensing practices or conditions that 
may constitute an abuse of IP and have an adverse effect on competition in the relevant market. 
They may also adopt appropriate measures to prevent or control such anti-competitive practic-
es. Countries that use this provision appropriately can ensure adequate and healthy competition 
in the pharmaceutical market, improving pricing and availability of needed products.

Transition periods (Articles 65.2; 65.4; and 66.1)
The TRIPS Agreement provides four transition periods for the implementation of its mini-
mum standards. The first two sets of transition periods, those relating to developed countries 
and developing countries, lapsed in 1996 and 2000 respectively. The third, which lapsed 
in 2005, related to those developing countries that did not provide pharmaceutical patents 
when TRIPS came into force in January 1994. The fourth transitional period, that relating to 
LDCs, will remain in force for pharmaceutical patents and test data protection until at 
least 2016. It can be extended further. Hence, until 2016 or later, LDCs have no obligation to 
provide patent protection to pharmaceuticals, including medicines and diagnostics.

LDCs that take advantage of this transition period can achieve two broad goals. They can 
obtain medicines at generic prices since there will be no patents in their territories. Second, 
by not granting patents, LDCs can also foster the development of a generic industry to sup-
ply low-cost medicines.
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making use of compulsory licensing and 
there is need to find a solution to these 
difficulties.

•	  High-income countries remain commit-
ted to providing incentives to their 
enterprises and institutions to promote 
and encourage transfer of technology to 
as required under Article 66.2, including 
in the pharmaceutical sector.

•	  LDCs will not be required to implement 
or apply the rules relating to patent pro-
tection and protection of confidential 
information in the area of pharmaceuti-
cals at least until 2016. LDCs retain the 
right to seek further extensions 
after 2016 in line with Article 66.1 of 
TRIPS.

Since the Doha Declaration, Doha-inspired 
public health decisions have been taken by 
the TRIPS Council. These aimed to address 
the issues raised in paragraphs 6 and 7 of the 
Declaration – to help identify methods to 
enable countries with insufficient or no 
manufacturing capacity to effectively use 
compulsory licensing. They also intended to 
provide LDCs with a longer period during 
which they were not obliged to provide pat-
ents for pharmaceuticals, including 
antiretroviral medications. Box 2 below 
summarizes these decisions.17

•	  WTO members remain committed to the 
TRIPS Agreement and its objectives.

•	  WTO members have the right to use to 
the full the provisions in the TRIPS 
Agreement, which provide flexibility 
(TRIPS flexibilities).

•	  There are a range of flexibilities under 
TRIPS that can be used by WTO mem-
bers to protect public health and promote 
access to medicines for all, including:

 – The provisions of the TRIPS 
Agreement should be read in light of 
the objective and purpose of the 
agreement as set out in the objectives 
and principles in line with the rules 
of customary international law;

 – Each Member has the right to grant 
compulsory licences as permitted by 
Article 31 of TRIPS;

 – Each Member has the freedom to de-
termine the grounds upon which 
compulsory licences may be issued;

 – Each Member has the right to deter-
mine what constitutes a national 
emergency or other circumstances of 
extreme urgency in the context of 
Article 31. Public health crises such as 
those relating to HIV/AIDS, tubercu-
losis, malaria and other epidemics 
can represent such emergency or cir-
cumstances of extreme urgency but 
they are not the only ones;

 – Subject to the most-favoured nation 
and national treatment provisions of 
Articles 3 and 4 of TRIPS respective-
ly, each Member is free to establish its 
own regime of exhaustion; that is, de-
termine the extent to which parallel 
imports are allowed and such deci-
sion is not subject to challenge under 
the WTO dispute settlement system.

•	  WTO members with insufficient or no 
manufacturing capacity in the pharma-
ceutical sector can face difficulties in 



12 | UNAIDS  Doha+10 TRIPS flexibilities and access to antiretroviral therapy

Chapter 2: Intellectual property rights, the Doha Declaration and access to antiretrovirals

Box 2: Doha-inspired public health decisions

TRIPS Council decision of 27 June 2002 on extension of transition period for LDCs in 
respect of pharmaceuticals (WTO doc. IP/C/25)
This decision was taken to formalize the agreement in paragraph 7 of the Doha Declaration. 
It provides that LDC 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. It further provides that the 
decision is made without prejudice to the right of LDC members to seek other extensions of 
the period provided for in paragraph 1 of Article 66 of the TRIPS Agreement.

General Council Decision of 8 July 2002 waiving LDC obligations regarding exclusive 
marketing rights (WTO doc. WT/L/478)
This decision (in form of a waiver) was taken to complement the transition period extension 
of 27 June 2002 because the continued application of Article 70.9 to LDCs would negate the 
purpose of extending the transition period with respect to pharmaceuticals. The decision 
provides that the obligations of LDCs under paragraph 9 of Article 70 of the TRIPS 
Agreement shall be waived with respect to pharmaceutical products until 1 January 2016.

Doha Declaration paragraph 6 decision of 30 August 2003 (WTO doc. WT/L/540)
Popularly known as the August 30th decision, this decision (in the form of a waiver) was 
adopted to address the problem faced by countries with insufficient or no manufacturing 
capacity when using compulsory licensing (Doha Declaration paragraph 6). It provides that 
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 im-
porting Member(s) in accordance with the terms of the decision. It also provides that where 
a compulsory licence is granted for the same products in the eligible importing Member as 
in the eligible exporting Member, the obligation of the importing Member under 
Article 31(h) shall be waived in respect of those products for which remuneration is paid in 
the exporting Member. Further, the decision provides that any measures taken pursuant to 
the waivers under it (that is to Article 31(f) and 31(h) of TRIPS) cannot be challenged on the 
basis of non-violation or situation complaints.

General Council Decision of 6 December 2005 adopting the TRIPS Amendment 
Protocol (WTO doc. WT/L/641)
This decision was adopted to address the problems countries with insufficient or no manu-
facturing capacity have with compulsory licensing (Doha Declaration paragraph 6). The 
decision adopts the Protocol amending the TRIPS Agreement to introduce a new 
Article 31bis, which codifies the 30th August decision.
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low- and middle-income countries.20 HIV 
treatment scale-up has profoundly changed 
perceptions and approaches to global 
health.21 By the end of 2010, 6.6 million 
people in low- and middle-income coun-
tries were receiving antiretroviral 
treatment.22

Through the use of TRIPS flexibilities, gov-
ernments, international organizations, civil 
society and other entities have been able to 
address the lack of access to medicines and, 
to some extent, the hindrances to innovation 
and research and development. In particular, 
low- and middle-income countries have:
•	 issued compulsory licences to allow third 

parties to make generic versions of pat-
ented medicines;

•	 permitted parallel imports by adopting 
an international exhaustion regime;

•	 taken remedial measures against phar-
maceutical companies that engage in 
anti-competitive practices;

•	 limited the types of innovation for which 
pharmaceutical patents can be granted;

•	 accelerated the introduction of generics 
into the market by allowing third-party 
testing, manufacturing and/or export for 
purposes of meeting regulatory approval 
requirements; and

•	 permitted regulatory agencies to rely on 
test data provided by the originator of 
the product to register generics.

Beyond the use of flexibilities in countries, 
the Doha Declaration and the Doha-inspired 
public health decisions have also inspired 
broader global action on IP and public 
health matters. These broader global actions 
range from the decisions and actions of key 
procurement and funding agencies, such as 
the Global Fund, UNITAID and the World 
Bank, to policy decisions at the WHO, 
WIPO and the WTO.

Any analysis of the impact of the Doha 
Declaration also needs to take into account 
the TRIPS Council decision 
of 20 February 2003. This decision estab-
lished the mechanism for reporting on how 
high-income countries are meeting their ob-
ligations, under Article 66.2 of the TRIPS 
Agreement, to encourage their enterprises 
and institutions to transfer technology to 
LDCs. This decision provides a context for 
the linkage made between the transfer of 
technology and the LDC transition period in 
paragraph 7 of the Declaration.18

The Doha Declaration and the Doha-
inspired public health decisions have had 
a marked impact. One of the Declaration’s 
enduring legacies is its impact on the policy 
environment at the international and na-
tional level. There is also no doubt that the 
Declaration and related decisions have in the 
past 10 years led to a significant increase in 
the use of TRIPS flexibilities, including com-
pulsory licensing, parallel importation, 
regulatory (bolar) exception and competi-
tion law, by low- and middle-income 
countries. It has also opened the door for 
large-scale generic production and supply of 
antiretroviral medications.

Generic competition has drastically re-
duced by almost 99% the annual price of 
first-line antiretroviral drugs. In 2000 such 
treatment cost more than US$10 000 per 
person per year. By 2010, the least expensive 
WHO-recommended first-line antiretrovi-
ral regimen cost less the US$120 per person 
per year.19 This price reduction, along with 
increases in funding for drug purchases, 
health system and service delivery improve-
ments and increased attention to 
overcoming related issues such as stigma, 
has made HIV management the first large-
scale chronic-care programme in many 
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3.  Case studies on the Doha Declaration 
and the use of TRIPS flexibilities to 
promote access to antiretrovirals

a difference.26 The influence of the Doha 
Declaration on high-income countries and 
international organizations also reinforces 
this point.

3.1. The Doha Declaration and 
access to antiretroviral 
therapy in Africa

Access to antiretroviral therapy has im-
proved significantly in sub-Saharan African 
countries. As of 2010, almost five million of 
the estimated 10.4 million people eligible for 
treatment in the region were receiving 
antiretroviral therapy.27 This translates to an 
estimated antiretroviral coverage of 37%, 
compared with just 1% in 2004. The use of 
TRIPS flexibilities continues to play an im-
portant role in the sustained increase in 
antiretroviral therapy coverage in the region. 
A number of African countries have used 
one or more of the TRIPS flexibilities.28

Parallel importation

At least six African countries (Ghana, 
Kenya, Mauritius, Namibia, South Africa 
and Zimbabwe) have incorporated an inter-
national exhaustion regime in their laws, 
allowing parallel imports from anywhere in 
the world. The 16 countries forming the 
African Intellectual Property Organization 
(OAPI) also have a regional exhaustion re-
gime. Since passing the Industrial Property 
Act in 2001, Kenya has actively and effective-
ly used parallel importation to improve 
access to antiretroviral medications. 
Box 3 below summarizes the use of parallel 
imports in Kenya.

In 2002, only 300 000 or 2.7% of the estimat-
ed 11 million adults who were eligible for 
antiretroviral therapy were receiving it.23 In 
sub-Saharan Africa, which has the highest 
number of people living with HIV, only 1% 
of those eligible were receiving treatment. 
Since then, the situation has changed dra-
matically. Between 2004 and 2010, access to 
treatment has increased 13-fold to reach 
6.6 million by the end of 2010 in low- and 
middle-income countries24 representing 47% 
of the 14.2 million people eligible for treat-
ment. This rapid scaling-up of access to 
antiretroviral therapy, coupled with wider 
availability of other types of HIV care and 
interventions, has led to a steady decrease in 
AIDS-related deaths from 2.4 million 
in 2004 to an estimated 1.8 million 
in 2009.25 Higher rates of antiretroviral 
treatment, used in concert with a range of 
preventive measures, have probably contrib-
uted to a reduction in new HIV infections. 
While universal access to treatment has yet 
to be achieved, and the number of AIDS-
related deaths remains high, the gap is 
closing.

There is no doubt that many factors have 
contributed to the scaling-up of access to 
antiretroviral therapy in low- and middle-
income countries. The widespread 
availability of generic medicines and the 
consequent dramatic fall in originator prod-
uct prices have been recognized as key 
factors. It was only when prices fell that 
funding and the political will to provide 
treatment were galvanized. The actions 
taken by countries, civil society, pharmaceu-
tical companies and international 
organizations in the wake of the Doha 
Declaration increased the availability of ge-
neric medicines and stimulated competition. 
Examples from different regions illustrate 
how the use of flexibilities has made 
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39 countries have compulsory licensing pro-
visions in their patent laws, in part due to 
advocacy by key international partners. 
However, the grounds for issuing the licenc-
es vary widely. The most common grounds 
are failure to work, or insufficient working, 
of a patent and failure to sufficiently supply 
the domestic market.

With respect to the 30 August decision and 
the TRIPS Amendment on the import-export 
mechanism for countries with insufficient or 
no manufacturing capacity, only Rwanda has 
notified and used this system.29 At the time 
of writing, five African countries have 

Overall, at least 22 of the 54 countries in 
Africa have a regional or international ex-
haustion regime allowing parallel 
importation of medicines. It should be 
noted, however, that those countries apply-
ing regional exhaustion regimes have fewer 
opportunities to parallel import owing to 
the lack of capacity to produce low-cost ge-
nerics in the region.

Compulsory licensing and government use

Many African countries have incorporated 
compulsory licensing provisions in their 
laws. In sub-Saharan Africa, at least 

Chapter 3:  Case studies

Box 3: Parallel importation in Kenya

In June 2001, Kenya’s parliament passed the Industrial Property Act 2001, which came into 
force by notice on 1 May 2002. During passage of the Industrial Property Bill, debate focused on 
the effects of patents on prices of essential medicines and the need to incorporate public-health 
safeguards aimed at promoting affordability and availability of essential medicines in Kenya.

Those public-health safeguards included parallel importation and compulsory licensing and 
government-use powers. The Act also makes specific provisions relating to the regulatory 
exception and gives the relevant minister the power to restrict the patenting of new uses of 
known pharmaceutical molecules. However, it was the parallel importation provision that 
had the biggest impact on antiretroviral medications.

The Industrial Property Act 2001 adopts the international exhaustion principle. Section 58(2) 
of the Act on limitation of patent rights provides that: “The rights under the patent shall not 
extend to acts in respect of articles which have been put on the market in Kenya or in any other 
country or imported into Kenya.” This provision has been elaborated in the Industrial 
Property Regulations of 2002. Regulation 37 clarifies that the limitation on the rights under 
a patent in section 58(2) extends to acts in respect of articles that are imported from a coun-
try where the articles were legitimately put on the market. Legitimacy of products in this 
context only implies compliance with the national laws applicable in those foreign markets.

Since May 2002, key procurement and treatment organizations, including MSF, the Mission 
for Essential Drugs and Supplies (commonly known as MEDS) and Action Aid have used 
the parallel importation provisions to import generic antiretroviral medications into Kenya.
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Box 4: Compulsory licensing in Zimbabwe

In 2002, Zimbabwe’s Minister of Justice, Legal and Parliamentary Affairs issued a notice 
(General Notice No. 240 of 2002) declaring a period of emergency on HIV/AIDS for the 
purpose of enabling “The State or a person authorised in writing by the Minister to make or 
use any patented drug, including any antiretroviral drugs, used in the treatment of persons 
suffering from HIV/AIDS or HIV/AIDS related conditions; and/or to import any generic drug 
used in the treatment of persons suffering from HIV/AIDS or HIV/AIDS related conditions.”

The declaration was made pursuant to section 34, read with section 35 of the Patents Act. 
Section 34 empowers the minister to authorize the use of patented inventions by any gov-
ernment department or third party, for the service of the state, while section 35 clarifies that 
an authorization by the minister under section 34 during a period of emergency “shall in-
clude power to make, use, exercise and vend the invention for any purpose which appears to 
the minister necessary or expedient”.

The declaration set an initial emergency period of six months but this was later extended to 
five years from January 2003 to December 2008. Following the emergency declaration, in 
April 2003, Varichem Pharmaceuticals [Pvt] Ltd, a Zimbabwe-registered company, was 
granted authority to use relevant patents. Under the terms of this authorization, Varichem 
was to “produce antiretrovirals or HIV/AIDS-related drugs and supply three quarters of its 
produced drugs to state-owned health institutions”.

At the start of production, Varichem reportedly agreed to supply the government with its 
generic version of Combivir at US$ 15 per patient per month and to meet 75% of the govern-
ment needs for this drug. Two other companies later received authorization. Datlabs, 
a pharmaceutical manufacturer, was authorized to import antiretroviral medications from 
Ranbaxy in India, while Omahn, an agent for the Indian manufacturer Cipla, was author-
ized to import Cipla products.

ratified the amendment: Egypt, Mauritius, 
Senegal, Uganda and Zambia.30

Although many countries have incorporated 
compulsory licensing in their laws, use of 

this provision has been rare. Zimbabwe is 
one of the few countries to apply compulsory 
licensing for antiretroviral medications. 
(See Box 4).

Zambia also used this mechanism 
in 2004 when a compulsory licence was is-
sued to Pharmco Ltd to manufacture 
a fixed-dose combination of lamivudine, sta-
vudine and nevirapine. Interestingly, that 

licence prohibits export, which is not 
a TRIPS requirement. The royalty was set to 
not exceed 2.5% of the turnover of the 
product.
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Box 5: Competition law in South Africa

In 2002, treatment activists began to use competition law to push for an increase in the 
number of antiretroviral suppliers, resulting in increased competition and a lowering of es-
sential medicine prices. The Competition Commission of South Africa found two 
pharmaceutical companies (GlaxoSmithKline and Boehringer Ingelheim) guilty of exces-
sive pricing and referred the matter to the Competition Tribunal for ruling. Before the 
Competition Tribunal gave a decision, both companies entered into a number of agreements 
with the Commission and the complainants, permitting an increased supply of more afford-
able generic versions of antiretroviral medications still under patent in the country.

The companies agreed to issue three and four licences respectively to generic manufactur-
ers. The effect of the agreements was that the Clinton Foundation deal, announced 
on 23 October 2003, could be implemented in South Africa and other sub-Saharan African 
countries. The four generic companies would sell triple-drug antiretroviral treatments to 
governments in sub-Saharan Africa at US$ 140 per patient per year. Royalties were set at no 
more than 5% of net sales of the medicines.

Measures to address anti-competitive 
practices

Most African countries have standard provi-
sions on the control of anti-competitive 
licensing terms in contractual licences under 
their patent laws. However, there is limited 

enforcement or use of these provisions in the 
pharmaceutical sector. The one country that 
has both a robust law and enforcement ca-
pacity is South Africa, where the law has 
been used to address problems with access to 
antiretroviral therapy (Box 5).

Various African countries have now updated 
their competition laws, which might provide 
an opportunity for more countries to use 
competition law to improve antiretroviral 
access in the future.31

2016 transition period

Most (24) of the LDC members of the WTO 
are African countries. The extension of the 
LDC transition period for pharmaceuticals 
to January 2016 is, therefore, of particular 
importance to the region. The African Group 
at the WTO was instrumental in pushing for 
the Doha Declaration, which mandated 

the 2016 extension. Broadly speaking, most 
of the African LDCs have not taken full ad-
vantage of the transition period, with their 
laws allowing patents to be granted on phar-
maceuticals. There are only two clear cases 
where African LDCs have used the 2016 ex-
tension to facilitate access to antiretroviral 
medications. Rwanda invoked the extension 
to justify not issuing a compulsory licence 
when using the 30th August system to import 
antiretroviral medications from Canada 32, 
and Uganda has used it to promote local pro-
duction. Other African LDCs, including 
non-WTO members, have cited the Doha 
Declaration to support importation of 
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Box 6:  Use of the transition period to promote local antiretroviral 
production in Uganda

In 2007 Quality Chemicals Limited, in cooperation with the Indian company Cipla, set up 
a US$ 38 million pharmaceutical plant in the capital Kampala to produce antiretroviral 
drugs for the domestic market. The aim was to eventually export to the East African region 
and beyond. In February 2009, the plant started producing the triple-therapy combination 
lamivudine, stavudine and nevirapine and the antimalarial therapy artemisinin and lume-
fantrin. The plant has been cleared to produce antiretroviral and antimalarial drugs for the 
International Committee of the Red Cross and by the WHO Pre-qualification of Medicines 
initiative.

generic antiretroviral medications by pro-
curement agencies such as UNICEF.33

The use of the transition period in Uganda 
has permitted the establishment of a local 

manufacturing facility (Quality 
Chemicals) for antiretrovirals and 
other medicines (Box 6).

Buoyed by the success of Quality Chemicals, 
the East African Community (EAC) is now 
promoting the use of the transition period to 
stimulate local production in the other three 
LDCs in the region (Burundi, Rwanda and 
the United Republic of Tanzania). Under 
a proposed protocol to the treaty establish-
ing the EAC, the countries in the region are 
working towards a common approach on 
TRIPS flexibilities, which will ensure wider 
availability of generic medicines and support 
local production.34

3.2. The Doha Declaration and 
access to antiretroviral 
therapy in East, South and 
South-East Asia

At the end of 2009, of the 2.4 million people 
living with HIV eligible for antiretroviral 
therapy in East, South and South-East 
Asia, 739 000 (about 31%) were receiving 

treatment.35 In 2002, only 4% (43 000 people 
of the one million eligible) received antiret-
roviral therapy. As in Africa, a number of 
countries have used one or more TRIPS flex-
ibilities, which, in addition to other 
strategies, have led to a sustained increase in 
antiretroviral therapy coverage. Compulsory 
licensing is the main flexibility being used in 
this region to achieve access to antiretroviral 
therapy.

Compulsory licensing

Most countries in the region provide for 
compulsory licences and government-use in 
their patent laws, even though actual use has 
remained limited. However, Malaysia and 
Thailand have effectively used government-
use orders and compulsory licensing to 
improve access to antiretroviral medications 
(Boxes 7 and 8). In Thailand, compulsory li-
censing has also been used for medications 
for cancer and heart disease.
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Box 7: Government-use order in Malaysia

In 2003, the Government of Malaysia authorized a local company (Megah Pharmaceuticals 
Sdn Bhd) to import three antiretroviral medicines from India under section 84 of the 
Patents Act (1983) to supply public hospitals. In granting the authority, the minister laid 
down a number of conditions, including that: the authorization would be valid for two 
years; the prices of the medicines should not exceed the ceiling amount specified by the 
Ministry of Health; the imported medicines should be labelled with the words “Ministry of 
Health, Malaysia”; the shape or colour of the tablets or capsules should be differentiated 
from the patented product sold in Malaysia; and remuneration should be paid to the patent 
holder(s) within two months of the importation.

The government-use order was prompted by the lack of success in price negotiations be-
tween the Ministry of Health and the patent-holding companies in 2001. In August 2002, 
the Ministry of Health organized an inter-ministry workshop to discuss the implications of 
the Doha Declaration and the available legal options for accessing affordable antiretroviral 
medicines. The Ministry of Health made providing free antiretroviral therapy to patients 
with CD4 counts <400 a major policy objective and set a target of putting 10 000 patients on 
treatment. These developments, coupled with pressure from civil society organizations, 
added to the impetus for the government-use authorization.

The decisions to authorize the government-use order and permit the importation of generics 
also had an effect on the pricing set by originator companies. By 2004, GlaxoSmithKline re-
duced the prices of its antiretroviral medications by 53–80% compared with 2001 prices, and 
Bristol-Myers Squibb dropped the price of didanosine (100mg formulation) by 49% and the 
price of the 25mg formulation by 82%. In addition, there was a significant reduction in prices 
for generics. After the introduction of the generic version of Combivir, the cost of the generic 
zidovudine, lamivudine and patented efavirenz fell to US$ 115 per patient per month in 2004.

Box 8: Compulsory licensing in Thailand

In late 2006 and early 2007 Thailand issued compulsory licences for a number of pharma-
ceutical products – efavirenz, lopinavir/ritonavir and clopidogrel (a drug for managing 
cardiovascular disease) – at a royalty rate of 0.5%. By early 2008 the number of patients 
using lopinavir/ritonavir had tripled. Explaining the compulsory licensing decisions, the 
then health minister, Dr Mongkol na Songkla, made the following statement:

“Essential drugs are humanitarian products and must be made universally acces sible to 
everyone who needs them. We, of course, also need innovation to develop new pharmaceuti-
cal products, and someone has to pay the cost of research and development for new 
essential drugs.
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“When a government such as ours declares a ‘compulsory licence’ to allow for public non-
commercial use of patented products by the government for the greater public good, we are 
doing so to increase access to these essential, often life-saving, medications for the poor and 
marginalized members of our communities who were not consumers of these expensive, 
patented drugs. The more well-off members of our society continue to consult their own 
private physicians and continue to pay – out of their own pockets – the price of patented 
medications.

Thus, both the patent and compulsory licence for the same product can exist harmoniously 
side by side in a country such as Thailand, with maximum benefits for all. Those who have 
the capacity to pay the high market prices of patented medications -often through private 
medical facilities-continue to do so, and help to subsidize further pharmaceutical research 
and development costs through these prices. At the same time, action in the public interest 
through the governmental use of compulsory licensing allows poor and marginalized 
groups in our society to access and benefit from essential patented drugs that they 
would never otherwise be able to access or use. There does not need to be conflict in such 
a case; it can and should be a win–win situation for all.”

Just before compulsory licences were issued, some estimates (Revanga et al, 2006) indicated 
that the country could save as much as US$ 3.2 billion if it issued such licences for second-
line treatments.

In 2004 Indonesia issued a presidential decree 
for the manufacture of lamivudine and nevi-
rapine. In 2007 another decree was issued for 
the manufacture of efavirenz on behalf of the 
government. The royalty rate, as in Thailand, 
was set at 0.5% of the net sales price. The au-
thorization is valid for seven years for 
nevirapine and eight years for lamivudine.

A number of countries and regions have also 
ratified the Doha paragraph 6 TRIPS 
amendment. These include Bangladesh, 
China (and its special administrative re-
gions, Hong Kong and Macau), Mongolia, 
Pakistan, the Philippines and Singapore.

Other flexibilities

Although many countries in East, South 
and South-East Asia have used TRIPS 

flexibilities to facilitate access to medicines, 
no comprehensive study of laws or practices 
in the region has been undertaken. One ex-
ample is the parallel importation regime in 
the Philippines. As in Kenya, (Box 3 above) 
the law in the Philippines allows for the im-
portation of products into the country if 
they have been placed on the market any-
where in the world by the patent owner, or 
by any party authorized to use the 
invention.36

Cambodia has a specific legislative provision 
on the 2016 transition period. Under 
Article 136, the law provides that patent pro-
tection for pharmaceuticals would not come 
into effect until the expiration of 
the 2016 transition period as provided for 
under paragraph 7 of the Doha 
Declaration.37
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receiving it.39 Though the absolute number 
of people receiving antiretroviral therapy 
has more than doubled, the coverage has 
not changed significantly since 2002 when 
it was 53% (196 000 of 370 000 eligible peo-
ple). This coverage remains higher than 
that in other developing country regions 
and TRIPS flexibilities have played a posi-
tive role.

Available evidence suggests that TRIPS flexi-
bilities have been important in sustaining 
the antiretroviral treatment coverage in the 
region, particularly in key countries such as 
Brazil, which has the largest number of peo-
ple on treatment in the region. The main 
flexibility used effectively in this region is 
compulsory licensing.40

Compulsory licensing

Two countries, Brazil (Box 9) and Ecuador, 
have used compulsory licences to facilitate 
access to antiretroviral medications since 
the adoption of the Doha Declaration.

India has taken advantage of the flexibilities 
to prohibit patenting of new uses of existing 
pharmaceuticals and other products. Under 
section 3.d of the Patent (Amendment) Act 
(2005), the law provides that “the mere dis-
covery 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 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 reac-
tant” will not be considered an invention.38

3.3. The Doha Declaration and 
access to antiretrovirals 
in Latin America and the 
Caribbean

At the end of 2009, 478 000 (about 50%) of 
the 950 000 people living with HIV in Latin 
American and the Caribbean who were eli-
gible for antiretroviral therapy were 

Box 9: Use of compulsory licensing in Brazil

The Government of Brazil has used compulsory licensing strategically in price negotiations, 
and it has also issued licences when price negotiations failed. Using the threat of compulso-
ry licensing, the Brazilian Government negotiated significant price reductions for efavirenz 
and nelfinavir in 2001, lopinavir in 2003, the combination of lopinavir and ritonavir 
in 2005, and tenofovir in 2006. It has been estimated that the Brazilian Government’s poli-
cies, including the use of TRIPS flexibilities, have saved the country about US$ 1.2 billion 
on antiretroviral purchasing costs between 2001 and 2005.

In 2007, however, the originator company could not meet the government’s price expecta-
tions. A compulsory licence was issued for efavirenz, which is used by one third of 
Brazilians on antiretroviral therapy through the national programme. After the licence was 
issued, the price of efavirenz dropped from US$ 1.60 per dose to US$ 0.45 per dose for the 
imported generic version of the drug.
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UNAIDS statistics, the number of people living 
with HIV had risen to an estimated 1.5 million 
by 2008, a 66% increase since 2001.44 While 
a number of countries in the region have ex-
panded access to antiretroviral therapy, overall 
treatment coverage remains quite low. 
Only 114 000 (19%) of the 610 000 people living 
with HIV who were eligible for antiretroviral 
therapy were receiving it by the end 
of 2009.45 In 2002, the coverage was only 9% 
(when 7000 people of 80 000 eligible received 
antiretroviral therapy).

The patent laws of countries in this region 
have been heavily influenced by WTO acces-
sion demands and partnership and 
cooperation agreements, as well as continu-
ing negotiations on association agreements 
and free trade agreements (FTAs). 
Nevertheless, various countries in the region 
have incorporated TRIPS flexibilities into 
their laws. These include46:
•	 International exhaustion (allowing paral-

lel imports): Armenia and Georgia.
•	 Research exception: Armenia, Azerbaijan, 

Belarus, Kazakhstan, Kyrgyzstan, 
Moldova, Russia, Tajikistan, Ukraine and 
Uzbekistan.

•	 Regulatory (bolar) exception: 
Kazakhstan, Kyrgyzstan, Moldova, 
Russian Federation and Tajikistan.

•	 Compulsory licensing: Armenia, 
Azerbaijan, Belarus, Georgia, 
Kazakhstan, Kyrgyzstan, Moldova, 
Russian Federation, Tajikistan, Ukraine 
and Uzbekistan.

•	 Government use: Azerbaijan, Belarus, 
Georgia, Kazakhstan, Kyrgyzstan, 
Moldova, Russian Federation, Tajikistan, 
Ukraine and Uzbekistan.

•	 Test data protection based on the unfair 
commercial use principle and not data ex-
clusivity: Armenia, Belarus, Kyrgyzstan, 
Moldova, Tajikistan and Ukraine.

In 2009, Ecuador also issued a compulsory li-
cence for lopinavir/ritonavir, valid until 2014. 
The Ecuadorian Intellectual Property Institute 
issued the licence to Eskegroup SA. According 
to the nongovernmental organization Public 
Citizen, the prices of the medicines fell imme-
diately by more than 27%.41

The TRIPS Amendment relating to Doha 
paragraph 6 has been ratified by several 
countries: Brazil, Colombia, El Salvador, 
Mexico and Nicaragua.

Other flexibilities

Latin American and Caribbean countries 
have also taken proactive measures to use 
other TRIPS flexibilities to promote access to 
antiretroviral and other medicines. 
A 2004 study on the use of TRIPS flexibilities 
for public health purposes found that, while 
countries had taken a range of measures, 
there were concerns about the low utilization 
of the flexibilities.42 Examples include:
•	 Parallel importation: allowed in 

Argentina, Bolivia, Colombia, 
Dominican Republic, Ecuador, Panama, 
Peru and Venezuela.

•	 Regulatory (bolar) exception: permitted 
by Brazil and the Dominican Republic.

•	 Test data protection: Argentina has 
adopted an unfair competition approach 
to test data protection as opposed to data 
exclusivity.43

3.4 The Doha Declaration and 
access to antiretroviral 
therapy in Eastern Europe 
and Central Asia

The number of people living with HIV in 
Eastern Europe and Central Asia has been ris-
ing rapidly over the past decade. According to 
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its positioning in FTA negotiations with 
low- and middle-income countries, 
though many of its bilateral FTAs have 
been criticized for undermining the 
Declaration. For example, following 
widespread criticism of its approach to IP 
and public-health issues in FTAs, includ-
ing that from members of the United 
States Congress, the United States Trade 
Representative responded by indicating 
in side letters that the obligations of the 
IP chapters of the FTA: “[D]o not affect 
the ability of either Party to take neces-
sary 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 ex-
treme urgency or national emergency.”47

It should also be acknowledged that high-in-
come countries, which have made significant 
investments in HIV treatment through various 
international and bilateral programmes, have, 
in part thanks to Doha and the associated cam-
paigns, allowed these resources to be used on 
generic medicines. For example, in 2008 more 
than 76% of the US$ 202 million spent on pro-
curement by the President’s Emergency Plan for 
AIDS Relief (PEPFAR) was used to buy generic 
antiretroviral medications.48

3.6. The Doha Declaration and 
the policies, decisions and 
actions of international 
organizations, civil society 
and the pharmaceutical 
industry

Beyond low- and middle-income countries 
incorporating TRIPS flexibilities into their 
laws, and in a number of cases, proactively 
using these flexibilities to promote access to 

It is difficult to ascertain the use of TRIPS flex-
ibilities in the region. There are no clear 
examples of proactive use of TRIPS flexibilities 
to promote access to antiretroviral therapy.

3.5. The Doha Declaration and 
high-income countries

The Doha Declaration also had an impact on 
the policies and approaches of high-income 
countries to IP and public health issues, both 
domestically and in their dealings with low- 
and middle-income countries, including 
FTAs. A number of countries have ratified 
the TRIPS amendment, which will establish 
a permanent change in TRIPS, and some 
have gone further. For example:

Canada:
•	 Has, by statute, established an export 

system under compulsory licences pursu-
ant to the 30 August Decision.

•	 Has supplied antiretroviral medications 
to Rwanda under the 30 August decision.

European Union:
•	 Has adopted regulations to permit export 

of medicines under 
the 30 August 2003 Decision.

•	 In the context of FTAs and Economic 
Partnership Agreements (EPAs), the EU 
has in some instances, such as the EU-
CARIFORUM EPA, specifically 
recognized the Doha Declaration and re-
frained from asking low- and 
middle-income country partners to take 
on further patent obligations that could 
affect public health.

United States:
•	 The 2002 Trade Act committed the 

United States to respecting the Doha 
Declaration. This has had some effect on 
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decisions have inspired and/or influenced 
the policies, decisions and actions of UN 
agencies and other international organiza-
tions in many positive ways. For example:

•	 The Declaration inspired and/or influ-
enced a number of WHA resolutions, 
including Resolution WHA61.21 on the 
Global Strategy and Plan of Action on 
Public Health, Innovation and 
Intellectual Property GSPOA.49 The 
Declaration was also an inspiration for 
the proponents of establishing a develop-
ment agenda at the World Intellectual 
Property Organization (WIPO).50 
Box 10 contains excerpts of some of the 
references to the Doha Declaration in 
WHO and WIPO documents.

antiretroviral therapy, the Doha 
Declaration and the Doha-inspired public 
health decisions have inspired the policies 
and actions of a broad range of other actors. 
These range from international organiza-
tions in the UN family and beyond, 
including international public-private part-
nerships and product-development 
partnerships, civil society organizations 
and pharmaceutical companies. The num-
ber of Doha Declaration-inspired policies, 
decisions and actions are numerous and 
cannot be comprehensively described and 
analysed in a study of this size and scope. 
The following are examples of such DOHA-
inspired policies, decisions and actions.

UN agencies and other international 
organizations/initiatives

In the past decade, the Doha Declaration 
and the Doha-inspired public health 

Box 10: References to the Doha Declaration in WHO and WIPO documents

WHA61.21 – GSPOA (2008)
The Context
The Doha Ministerial Declaration on the TRIPS Agreement and Public Health confirms 
that the agreement does not and should not prevent members from taking measures to 
protect public health. The declaration, while reiterating commitment to the Agreement on 
Trade-Related Aspects of Intellectual Property Rights (TRIPS), affirms that the Agreement 
can and should be interpreted and implemented in a manner supportive of the rights of 
WTO members to protect public health and, in particular, to promote access to medicines 
for all.

The actions to be taken with respect to management of IP
[P]roviding as appropriate, upon request, in collaboration with other competent interna-
tional organizations technical support, including, where appropriate, to policy processes, to 
countries that intend to make use of the provisions contained in the Agreement on Trade-
Related Aspects of Intellectual Property Rights, including the flexibilities recognized by the 
Doha Declaration on the TRIPS Agreement and Public Health and other WTO instruments 
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related to the Agreement on Trade-Related Aspects of Intellectual Property Rights, in order 
to promote access to pharmaceutical products.

WHA60.30 – Public Health, Innovation and IP (2007)
The Sixtieth World Health Assembly
Noting that the Doha Ministerial Declaration on the TRIPS Agreement and Public Health 
confirms that the Agreement does not and should not prevent members from taking meas-
ures to protect public health.

WHA59.24 – Public Health, Innovation, Essential Health Research and IP Rights (2006)
The Fifty-ninth World Health Assembly
Noting that the Doha Ministerial Declaration on the TRIPS Agreement and Public Health 
confirms that the Agreement does not and should not prevent members from taking meas-
ures to protect public health;

Further noting that the Declaration, while reiterating commitment to the Agreement on 
Trade Related Aspects of Intellectual Property Rights (TRIPS) affirms that the Agreement 
can and should be interpreted and implemented in a manner supportive of the rights of 
WTO members to protect public health and, in particular, to promote access to medicines 
for all;

Taking into account Article 7 of the TRIPS agreement that states that “the protection and 
enforcement of intellectual property rights should contribute to the promotion of techno-
logical 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”.

WHA57.14 – Scaling up Treatment and Care within a Coordinated and Comprehensive 
Response to HIV/AIDS (2005)
The Fifty-seventh World Health Assembly
Recalling the Declaration on the TRIPS Agreement and Public Health adopted at the 
WTO Ministerial Conference (Doha, 2001), and welcoming the decision taken by the 
General Council of WTO on 30 August 2003 on implementation of paragraph 6 of 
that Declaration.

WO/GA/31/11 – Proposal for the Establishment of a Development Agenda for WIPO 
(2004)
The development dimension of intellectual property protection
In this regard, the adoption of the Doha Declaration on the TRIPS Agreement and Public 
Health at the 4th Ministerial Conference of the WTO represented an important milestone. 
It recognized that the TRIPS Agreement, as an international instrument for the protection 
of intellectual property, should operate in a manner that is supportive of and does not run 
counter to the public-health objectives of all countries.
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policy on IP-related matters (Box 11). 
UNICEF, a large procurer of antiretrovi-
ral medications, has also relied on the 
Doha Declaration and 
the 27 June 2002 decision to procure ge-
nerics for a number of LDCs. Other key 
organizations, including UNAIDS, 
UNCTAD, UNDP, WHO and the World 
Bank, significantly increased TRIPS flex-
ibilities technical assistance activities 
following the Doha Declaration.53 For ex-
ample, UNDP, in partnership with WHO 
and UNAIDS, has provided significant 
policy and technical support to countries 
reforming IP legislation to incorporate 
public health-related TRIPS flexibilities.

•	 The Declaration acted as a catalyst for 
a significant increase in both financial 
and technical resources directed towards 
scaling up antiretroviral therapy in low- 
and middle-income countries. For 
example, through Rounds 1–10, the 
Global Fund has invested more than 
US$ 12.3 billion (approved grant 
amount), of which about US$ 4.55 billion 
has been utilized and/or is earmarked for 
medicine and health product procure-
ment for HIV, tuberculosis and 
malaria.51 In 2002, the Global Fund 
board52, specifically adopted an approach 
designed to encourage countries to use 
TRIPS flexibilities and set out a clear 

Box 11: Global Fund policy on IP and TRIPS flexibilities

Recipients must procure their products in accordance with national and international laws. 
The Global Fund encourages recipients to apply the flexibilities provided within national 
laws and in the World Trade Organization’s Agreement on Trade-related Aspects of 
Intellectual Property Rights (TRIPS), as interpreted in the Declaration on the TRIPS 
Agreement and Public Health (Doha Declaration), to achieve the lowest possible price for 
products of assured quality.

In the event that a Principal Recipient does not have the requisite capacity to assess the na-
tional and international intellectual property rights issues that apply to the desired products 
in their country, it may contract the necessary expertise using funds budgeted for this pur-
pose in the Global Fund grant.

The Doha Declaration has also inspired and 
shaped the approaches of important interna-
tional funding and research and 
development organizations, including 
UNITAID54 and the Drugs for Neglected 
Diseases Initiative (DNDi)55. UNITAID, 
working with organizations such as the 
Clinton Health Access Initiative, has invest-
ed significant resources in treatment. So far, 
UNITAID and the Clinton Health Access 

Initiative have provided more than one mil-
lion people with access to tenofovir by 
facilitating demand and reducing the price 
by more than 70%.56 UNITAID provides in 
its constitution that, “Where intellectual 
property barriers hamper competition and 
price reductions, it will support the use by 
countries of compulsory licensing or other 
flexibilities under the framework of the Doha 
declaration on the Trade-Related Aspects on 
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many low- and middle-income countries, in-
ternational humanitarian organizations such 
as MSF were able to significantly scale up the 
delivery of antiretroviral therapy to thou-
sands of people living with HIV. MSF is now 
providing antiretroviral therapy to more 
than 170 000 people in 29 countries in Africa 
and Asia.60 Local organizations and hospitals 
in many countries have also relied on TRIPS 
flexibilities to run treatment programmes.

Pharmaceutical companies

The Doha Declaration and the Doha-
inspired public health decisions have also 
affected policies and other decisions, includ-
ing investment decisions, of both originator 
and generic companies.

For generic companies, the Declaration and 
related decisions have provided clarity and 
certainty, which has encouraged these com-
panies to invest in and increase the 
production of generics. This has led to the 
development and production of fixed-dose 
combinations of antiretroviral medications. 
These have revolutionized HIV treatment, 
helping to make it possible to provide treat-
ment in resource-poor settings.

The Doha Declaration also had an impact on 
the policies and decisions of originator phar-
maceutical companies. Though originator 
companies continue to advocate for strong IP 
protection in the pharmaceutical sector, they 
have since Doha tempered their high-profile 
campaigns against the use of flexibilities, 
such as the one they carried out in South 
Africa from 1999–2001.61 Recently, the 
International Federation of Pharmaceutical 
Manufacturers and Associations (IFPMA) 
has even supported calls for extending be-
yond 2016 the LDCs’ transition period on 
pharmaceutical patents under TRIPS.62

Intellectual Property Rights (TRIPS) 
Agreement and Public Health, when applica-
ble.”57 In its early years, DNDi adopted 
a pro-access IP policy aimed at ensuring 
treatments are ultimately affordable to pa-
tients who need them and that access to 
these treatments is equitable.58

Civil society organizations

Civil society, particularly health groups and 
organizations of people living with HIV, were 
instrumental in bringing about the Doha 
Declaration. These organizations have also 
played a critical role in facilitating the posi-
tive outcomes attributed to the Declaration 
and the Doha-inspired public health deci-
sions. The Doha Declaration has provided 
a powerful platform for civil society organi-
zations and organizations of people living 
with HIV to push for greater use of TRIPS 
flexibilities within countries and beyond. 
Civil society has played a key advocacy role 
and helped provide antiretroviral therapy.

Advocacy: The Doha Declaration has been 
a launching pad for many civil society cam-
paigns for policy changes in low- and 
middle-income countries and in high-in-
come countries, as well as in international 
organizations. Advocacy campaigns inspired 
by the Doha Declaration have played an im-
portant role in changing treatment policies 
in key developing countries that have used 
the TRIPS flexibilities, including India, 
Kenya, South Africa and Thailand.59 Civil 
society campaigns have also been important 
in high-income country policy changes re-
ferred to in section 3.5 above.

Provision of antiretroviral therapy: The sec-
ond category of civil society action involves 
the actual provision of antiretroviral therapy 
and other treatment support services. In 
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4.  Opportunities and challenges 
for the sustainable use of TRIPS 
flexibilities to promote access 
to antiretroviral therapy

Ten years on, the Doha Declaration still has 
a great impact. Both the Declaration and the 
Doha-inspired public health decisions are 
still playing an important role in efforts to 
scale up antiretroviral treatment. This will 
remain the case in coming years. There are 
new opportunities that the international 
community and national actors can utilize 
to further enhance the use of TRIPS flexibil-
ities and promote the spirit of Doha. If 
strategically approached, these opportunities 
can play a major role in maintaining the mo-
mentum achieved in the first decade of the 
Doha Declaration.

However, important IP-related challenges 
still remain and must be addressed if the 
goal of treating 15 million people with 
antiretroviral therapy by 2015 is to be 
achieved. Several trends threaten to reverse 
the efforts to scale up treatment through the 
use of TRIPS flexibilities. These challenges, 
both national and international, are at the 
policy, legislative and practical level.

4.1. Opportunities for 
consolidating the 
achievements of the 
first decade of the Doha 
Declaration

There are a number of opportunities that na-
tional governments and stakeholders as well 
as the international health and trade com-
munities can leverage to consolidate the 
achievements made in the first decade of the 
Doha Declaration. If capitalized upon, these 
opportunities could help address important 
research and development issues, including 
transfer of technology, as well as provide 
better information for decision-making on 
the use of TRIPS flexibilities. Four of these 
are examined below.

4.1.1. Patent pooling and other 
licensing approaches for 
promoting development 
and access to antiretroviral 
medications

The early discussions on IP and access to 
HIV medicines were characterized by an 
emotive and confrontational debate with en-
trenched positions. This polarization in the 
debate delayed and/or hampered any discus-
sions on how to ensure both access and 
continuing innovation. Those who advocat-
ed for the use of TRIPS flexibilities were 
erroneously and at times deliberately painted 
as being opposed to the IP system, rather 
than being interested in making the system 
work for all.63 Ensuring both access and in-
novation requires a comprehensive approach 
that goes beyond access to existing medi-
cines or simply using TRIPS flexibilities.

The WHO Global Strategy and Plan of 
Action on Public Health, Innovation and IP 
(GSPOA), which came out of a less polarized 
discussion, offers a platform for such a com-
prehensive approach.64 The GSPOA was 
championed by the innovation plus access 
(i+a) movement, which emerged after the 
Doha Declaration, and was informed by the 
report of the Commission on Intellectual 
Property Rights Innovation and Public 
Health (CIPIH).65 A key finding of the 
CIPIH was:

“Too few R&D resources are directed to the 
health needs of developing countries. In the 
private sector, companies do not have the in-
centive to devote adequate resources to 
develop products specifically adapted to the 
needs of developing countries, because profit-
ability is mainly to be found in rich country 
markets. The great majority of health research 
funded by the public sector takes 
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licences for a number of key antiretroviral 
medications and has started providing these 
to generic companies.68

The MPP provides an unprecedented oppor-
tunity for connecting the innovative 
capabilities of the originator pharmaceutical 
companies with the knowledge and pricing 
strategies of generic manufacturers to ad-
dress the challenges around FDCs and 
paediatric antiretroviral medications. 
Increased availability of FDCs for first-, sec-
ond- and third-line antiretroviral therapy 
and paediatric formulations, coupled with 
increased and better use of TRIPS flexibili-
ties, is crucial to achieving the goal of 
reaching 15 million people with treatment 
by 2015. Successful application of the MPP 
should also reveal new opportunities for 
other collaborative and open licensing ap-
proaches for HIV research and development.

4.1.2. Efforts and processes to 
address sustainability of 
research and development 
financing

For diseases such as HIV, which dispropor-
tionately affect people in low- and 
middle-income countries, “The market 
alone, and the incentives that propel it, such 
as patent protection, cannot by themselves 
address the health needs…” 69 This explains 
why a key GSPOA goal was to secure and en-
hance sustainable financing mechanisms for 
research and development to deliver health 
products and medical devices needed by de-
veloping countries. Since the adoption of the 
GSPOA, continuing efforts have been made 
to explore mechanisms for delivering this. 
One opportunity that should not be under-
rated is the opportunity presented by the 
work of the Consultative Expert Working 
Group on R&D, Financing and 

place in developed countries, and its priorities 
principally reflect their own disease burden, 
resource position and social and economic 
circumstances.” 66

Products adapted to the needs of low- and 
middle-income countries are particularly crit-
ical for HIV treatment. Indeed, one of the 
earliest barriers to scaling up HIV treatment, 
other than the price of medicines, was the 
challenge of providing access to a complex 
treatment regimen in resource-limited set-
tings. Adaptations in health systems and 
practices as well as the development of fixed-
dose combinations (FDCs) have gone some 
way towards addressing the special needs of 
low- and middle-income countries. Important 
gaps, however, remain in developing better 
and more effective FDCs and in addressing 
neglected areas such as research and develop-
ment on, and access to, paediatric 
antiretroviral medications. Addressing these 
challenges requires innovative approaches to 
the management and use of patents.

It is for the above reason that the GSPOA 
(under Element 4 – Transfer of Technology) 
explicitly recognized the need for develop-
ing new mechanisms to promote the 
transfer of and access to key health-related 
technologies. The GSPOA called on relevant 
actors to examine the feasibility of voluntary 
patent pools of upstream and downstream 
technologies to promote innovation of, and 
access to, health products and medical de-
vices. The creation, in 2010, of the Medicines 
Patent Pool Foundation (MPP) is one re-
sponse to this call.67 The MPP is an 
independent foundation initially created 
under the auspices of UNITAID in order to 
improve access to affordable and appropri-
ate HIV medicines in developing countries 
through voluntary licensing of critical IP 
rights. The MPP has already obtained 
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Quality Chemicals in Uganda (Box 6 above). 
Brazil’s provision of technology transfer to 
Mozambique is another example of effective 
south-south cooperation that enables LDCs 
to use TRIPS flexibilities in a meaningful 
way.73

4.1.4. Patent system transparency 
initiatives

The effective use of TRIPS flexibilities re-
quires not only the technical expertise to 
interpret them but also accurate information 
on the patent status of antiretroviral medica-
tions being used in different countries. The 
lack of reliable patent data has been a major 
challenge during the past decade and will 
continue to be a challenge. Both R&D and 
access to treatment are hampered by this. 
R&D is hampered by difficulties understand-
ing the patent landscape in a particular R&D 
area while access is blocked because pro-
curement agencies cannot ascertain the 
patent status of a particular drug.

In recent years there have been major efforts 
to improve the methodologies for both pat-
ent landscaping and for generating 
information on patent status. WIPO has de-
voted significant resources to patent 
landscaping activities and has also provided 
technical support to WHO and the 
MPP.74 The recently launched MPP database 
on the patent status of selected HIV medi-
cines75 is providing much greater 
information on the patent status of selected 
antiretroviral medications in low- and mid-
dle-income countries. It permits users to 
search by country/region and by medicine 
for information on key patents. With this 
type of information, national, regional and 
international actors can devise better re-
sponses to not only address patent barriers 
to access but also gaps in the R&D pipeline.

Coordination (CEWG) at WHO.70 This work 
on sustainable R&D financing is important 
because the TRIPS flexibilities can only 
make a difference if the relevant products are 
being developed.

The work of the CEWG could lead to identi-
fication of new financing strategies for R&D 
and ensure lower prices and wider availabili-
ty of new medicines. Like the MPP, such an 
outcome would significantly advance efforts 
to reach the 15 million target. Additionally, 
the work of the CEWG links directly with 
the goals of Treatment 2.0, the UNAIDS and 
WHO initiative to radically simplify HIV 
treatment.71

4.1.3. South-south cooperation

A key challenge faced by low- and middle-
income countries to use TRIPS flexibilities 
to their fullest is access to technology. Even 
where patents are not applicable, such as in 
those LDCs that have taken advantage of the 
LDC 2016 transition, there has been insuffi-
cient technology transfer to enable local 
production. The efforts to implement 
Article 66.2 of TRIPS, which obliges high-
income countries to provide incentives to 
enterprises and institutions within their ter-
ritories to promote and encourage 
technology transfer to LDCs, has yielded few 
tangible results.72

However, since the late 1980s when the 
TRIPS Agreement was being negotiated, the 
technological map has changed significantly. 
A number of emerging economies, especially 
those of Brazil, China and India, now have 
considerable technological capabilities. 
Meaningful pharmaceutical technology 
transfer to LDCs may well come from south-
south cooperation today. This is already 
happening, as illustrated by the case of 
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pharmaceutical products. This practice al-
lowed generic companies to use a different 
process to develop generic versions of pat-
ented pharmaceutical products. 
Consequently, in order to achieve the stated 
aim of the TRIPS Agreement that, as a gen-
eral rule, patents must be available “for any 
inventions, whether products or processes, 
in all fields of technology…” (Article 27.1), 
TRIPS provides (in Article 65.4) that:

“To the extent that a developing country 
Member is obliged by this Agreement to ex-
tend product patent protection to areas of 
technology not so protectable in its territory 
on the general date of application of this 
Agreement for that Member… it may delay 
the application of the provisions on product 
patents… to such areas of technology for an 
additional period of five years.” 76

The most dramatic effect of the policy of not 
granting patents to pharmaceutical products 
and the use of the Article 65.4 transition pe-
riod has been seen in India, which has 
become a leading generic producer. 
According to a 2010 study, Indian generic 
manufacturers accounted for more than 80% 
of annual global antiretroviral purchase by 
volume.77 The same study found that be-
tween 2003 and 2008, the number of Indian 
generic manufactures supplying antiretrovi-
ral medications increased from four to 10, 
while the number of Indian-manufactured 
generic products increased from 14 to 53. 
The Global Fund, whose funding was, at the 
end of 2010, supporting antiretroviral treat-
ment for three million people, reports that 
during 2009–2010, 93% of the antiretroviral 
volumes purchased for Global Fund-
supported programmes were purchased 
from Indian generic manufactur-
ers.78 Likewise, the proportion of 
antiretroviral generics being supplied by the 

The availability of landscapes and patent-sta-
tus information permits low- and 
middle-income countries and other actors, 
such as product-development partnerships 
and procurement agencies, to use TRIPS 
flexibilities to promote access to antiretrovi-
ral therapy and overcome bottlenecks and 
delays in weak procurement systems.

4.2. Challenges to the future use 
of TRIPS flexibilities

Continued effective use of TRIPS flexibilities 
enabling low- and middle-income countries 
and other stakeholders to exploit the opportu-
nities discussed above, will depend on how 
a number of recent developments and trends 
in international patent law are handled. These 
pose important challenges for successful im-
plementation of the Doha Declaration in the 
next decade and beyond, especially now that 
the global financial crisis that began in 2008 is 
having an impact on HIV financing. Three is-
sues stand out as the most important 
challenges that will need to be tackled in the 
next decade of the Doha Declaration:

•	 The introduction of product patents in 
India (a major producer of generic 
antiretroviral therapy) since 2005;

•	 Patent-related (TRIPS-plus) provisions of 
free trade agreements;

•	 Trends in IP enforcement in the pharma-
ceutical sector.

4.2.1 Second- and third-line 
antiretroviral therapy in the 
wake of the expiry of the TRIPS 
Article 65.4 transition

At the time of the adoption of the TRIPS 
Agreement, a number of low- and middle-
income countries did not grant patents for 
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Frontières, the lowest price available in the 
global market for a second-line regimen rec-
ommended by the new WHO guidelines is 
US$ 442, more than three times the most af-
fordable of the improved first-line 
regimens.80 Third-line treatment could cost 
as much as 19 times more than improved 
first-line treatments. Figure 1 shows a com-
parison of first-, second- and possible 
third-line treatment prices.

Therefore, in addition to the need for India to 
continue using TRIPS flexibilities, other 
competitive generic suppliers will have to 
come into the market. This will, however, 
only be possible if other low- and middle-in-
come countries step up the use of relevant 
flexibilities. A significant number of develop-
ing countries, including low-income 

President’s Emergency Plan for AIDS Relief 
(PEPFAR) has steadily increased, with the 
majority now being sourced from India. 
PEPFAR estimates that the use of generic 
antiretroviral medications has achieved sav-
ings of more than US$ 323 million 
between 2005 and 2008.79

Full implementation of the TRIPS 
Agreement in India, therefore, raises impor-
tant questions regarding the sustainability of 
generic antiretroviral supplies for low- and 
middle-income countries. While the older 
first-line antiretroviral therapies, most of 
which are unpatented in India, are likely to 
remain low-priced, the situation is going to 
differ for new first-line treatments and, most 
importantly, for second- and third-line 
treatments. According to Médecins Sans 
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Chapter 4:  Opportunities and challenges

focusing on medicines, “are often obscured 
by inappropriate use of the concept of ‘coun-
terfeiting’ or piracy to describe situations in 
which legitimate generic versions of medi-
cines are introduced without the consent of 
the originator of the drug”.83 The key issue, 
which has significant implications for access 
to generic medicines, is that trademarks do 
not protect goods per se but rather signs 
(marks). It is only patent protection that con-
fers exclusivity to goods (products). In the 
context of TRIPS (Article 15 and 16), manu-
facturing, producing or making a good that 
is substantially identical to another good 
cannot constitute a trademark violation. It is 
only the imitation of signs or a combination 
of signs (marks) affixed on goods that can 
constitute a trademark violation. 
Consequently, a broad definition of counter-
feiting could mean that a generic company 
that manufactures, produces or makes a ge-
neric medicine, which for safety and efficacy 
reasons must be an identical copy in its 
chemical composition as the originator 
medicine, may be found to have 
“counterfeited”.

In the case of goods-in-transit, it has been 
argued that such an approach is inconsistent 
with general and IP-related WTO rules and 
that it is inconsistent with the purpose of the 
Doha Declaration.84 In particular, it is con-
tended that seizures of generics in transit, 
among others, contravenes Article V of 
GATT 1994, which requires WTO members 
to assure freedom of transit for goods pass-
ing through their territories; and are 
inconsistent with the principle of territoriali-
ty with respect to patents. In the context of 
the TRIPS Agreement it is also clear that 
such an approach runs counter to the desire 
of WTO members to ensure that IP protec-
tion and enforcement procedures do not 
distort or impede international trade, 

countries, have failed to either incorporate 
the TRIPS flexibilities in their laws or use 
them to proactively improve access to treat-
ment. So far, where countries have used 
TRIPS flexibilities to facilitate access to med-
icines, it has usually been done for imports. 
The MPP initiative may be instrumental in 
changing this. Its role in facilitating licensing 
should enable the development of capacities 
for antiretroviral production in other low- 
and middle-income countries.

4.2.2. The use of TRIPS flexibilities 
and IP enforcement initiatives

Enforcement is a controversial topic on the 
international IP agenda that has received 
considerable global attention in recent 
years.81 Rights holders and some governments 
point to what they see as record levels of 
trademark counterfeiting and copyright pira-
cy as justification for paying greater attention 
to IP enforcement. Other governments, 
health groups and stakeholders, however, 
have concerns that these IP enforcement ini-
tiatives are being used as pretexts for 
preventing market entry by competitors. They 
fear IP enforcement will be used to erect bar-
riers to legitimate trade, such as trade in 
generic medicines, and to compromise efforts 
to enhance transfer of technology, including 
in the pharmaceutical sector.

In the context of antiretroviral medications, 
there are two main issues. The first issue is 
the criminalization of patent infringement by 
extending the meaning of the term ‘counter-
feiting’ to cover all IP rights infringements, 
including patent infringement.82 The second 
is the application of IP enforcement proce-
dures to goods-in-transit.

The problem with the definition of counter-
feiting is that the debates, especially those 
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•	 Under some FTAs, the concept of utiliza-
tion of new chemical entities under 
Article 39.3 of TRIPS is reduced to 
meaning “one that does not contain 
a chemical entity that has previously 
been approved by the Party”.

•	 Some of the FTAs require the developing 
countries party to them to introduce pat-
ent term extensions due to regulatory 
delays relating to both pharmaceutical 
registration and patent grant procedures. 
These provisions are based on arguments 
specifically rejected by the WTO dispute 
settlement panel in the Canada generics 
case.86

•	 In some cases, the freedom to determine 
the grounds for the issue of compulsory 
licences has been circumscribed contrary 
to the clarification in the Doha 
Declaration that each WTO member has 
the right to determine the grounds for is-
suing compulsory licences.

•	 In some cases, the freedom to determine 
the suitable regime for exhaustion of 
rights has been curtailed, also contrary 
to the clear statement in the Doha 
Declaration that this is an issue that 
should be left to each WTO member to 
determine.

The cumulative effect of these types of provi-
sions is to reduce the policy space made 
available by the TRIPS Agreement for using 
legal tools and mechanisms to promote ac-
cess to antiretroviral medications and other 
medicines.

including trade in pharmaceuticals, and to 
ensure that such measures do not become 
barriers to legitimate trade.

4.2.3. Free trade agreements and the 
implementation of the Doha 
Declaration

Intellectual property trends suggest that the 
existing flexibilities may be eroded, especial-
ly through bilateral and regional free trade 
agreements (FTAs) between high-income 
countries and low- and middle-income coun-
tries. New rules set by FTAs have affected the 
use of TRIPS flexibilities to facilitate access 
to medicines. FTAs, which seek TRIPS-plus 
provisions in the area of pharmaceutical pat-
enting, raise a number of challenges for the 
effective use of TRIPS flexibilities. The prob-
lems that arise include the following85:

•	 Some of the agreements do not clearly 
spell out the object and purpose of the IP 
protection, nor do they emphasize the 
importance of technological innovation, 
transfer of technology and the protection 
of economic and social welfare. This 
means that, unlike TRIPS, which, follow-
ing the Doha Declaration, should be 
interpreted in line with the object and 
purpose (Articles 7 and 8), FTAs lack an 
appropriate pro-access-to-treatment con-
text for interpretation.

•	 Some FTAs require the application of 
a mandatory data exclusivity model, 
meaning that the registration of generics 
based on evidence of marketing approv-
al or safety and efficacy in third 
countries, is prohibited for five or more 
years from the date of approval of the 
originator in the country. This applies 
even where the regulatory agencies in 
that country do not require the submis-
sion of test data.
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Fortunately, a number of opportunities exist 
to consolidate the achievements of the first 
decade of the Doha Declaration. These in-
clude the creation of the MPP, the 
continuing efforts by WHO to address sus-
tainable financing for R&D, the growing 
potential for south-south cooperation, and 
transparency initiatives in the patent system. 
The need for sustained use of TRIPS flexibil-
ities while capitalizing on these new 
opportunities suggests that the Doha 
Declaration and the Doha-inspired public-
health decisions will remain key to achieving 
universal access to antiretroviral medica-
tions and other medicines in the second 
decade of the Declaration and beyond.

5.  Conclusion: the second decade 
of Doha and beyond

There have been significant successes in the 
use of TRIPS flexibilities to facilitate access 
to antiretroviral medications in the 10 years 
since the Doha Declaration. However, as the 
environment becomes more complex, bolder 
action will be required. India’s full compli-
ance with TRIPS pharmaceutical 
requirements, and the new standards arising 
from FTAs and IP enforcement initiatives, 
coupled with the need for better antiretrovi-
ral medications, including paediatric 
formulations, means more low- and middle-
income countries will have to proactively use 
TRIPS flexibilities. The current squeeze on 
HIV-funding budgets also raises important 
issues of sustainability. Innovative approach-
es to R&D financing and IP management, as 
called for by the CIPIH and the GSPOA, will 
also need to be found.
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been adapted from Musungu and Oh (2006) 
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amendment_e.htm.
31 For basic information on status of compe-
tition laws in various countries see the Global 
Competition Forum website at http://www.
globalcompetitionforum.org/africa.htm.
32 See the notification of Rwanda to the 
WTO under the 30th August system at http://
www.wto.org/english/tratop_e/trips_e/
public_health_notif_import_e.htm. In its no-
tification, Rwanda stated that “Pursuant to 
Paragraph 7 of the Doha Declaration and im-
plementation thereof by the TRIPS Council 
(Decision of the Council for TRIPS 
of 27 June 2002), we have decided that we will 
not enforce rights provided under Part II 
Section 5 of the TRIPS Agreement that may 
have been granted within Rwanda’s territory 
with respect to the Product.”
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trypanosomiasis), and Chagas disease. Further 
information about the initiative can be found 
on its website at http://www.dndi.org/.
56 See UNITAID Factsheet at  
http://unitaid.eu/images/Factsheets/
md_factsheet_2011_en.pdf.
57 See Article 1.2 of the UNITAD 
Constitution. http://unitaid.eu/images/
governance/en_constitution_rev6july2011.
pdf.
58 DNDi’s IP Policy is available at http://
www.dndi.org/images/stories/pdf_aboutDN-
Di/ip%20policy.pdf.
59 For a discussion on the role of civil society 
in these and other countries in promoting ac-
cess to antiretrovirals and other treatments 
through the use of TRIPS flexibilities see OSI 
(2008).
60 MSF began its treatment programme 
in 2000 in Cameroon, South Africa and 
Thailand. For more information on the pro-
gramme and its current status see the ‘MSF 
and HIV/AIDS’ webpage at http://www.ms-
faccess.org/our-work/hiv-aids/article/1345.
61 See ’t Hoen (2009) for a discussion of the 
South Africa case and the hard-line approach 
of the companies then.
62 See IFPMA press release at http://www.
ifpma.org/fileadmin/content/Innovation/
IP%20and%20Access/Release_TRIPS_%20
extension_10Feb2011.pdf.
63 For detailed discussions and the politics, 
including how language was used as a weapon 
in the debate, see e.g., ‘t Hoen (2009).
64 The Strategy and Plan of Action were 
adopted under WHO Resolution WHA61.21, 
which is available at http://apps.who.int/gb/
ebwha/pdf_files/A61/A61_R21-en.pdf.
65 See CIPIH (2006).
66 CIPIH (2006), p. 172.
67 Information on the MPP Foundation can 
be found on its website at www.medicinespat-
entpool.org/.

47 See e.g., the side letters to the US-Morocco 
and US-Bahrain FTAs. Both are available at 
http://www.ustr.gov/trade-agreements/
free-trade-agreements.
48 See PEPFAR press release at http://www.
pepfar.gov/press/releases/2010/144808.htm.
49 The Resolution is available on the WHO 
website at http://apps.who.int/gb/ebwha/pdf_
files/A61/A61_R21-en.pdf.
50 For information on the WIPO 
Development Agenda see the WIPO website at 
http://www.wipo.int/ip-development/en/
agenda/.
51 Perez Casas, C., “Global Fund Experience: 
Challenges in Procurement of antiretrovirals 
linked to IP Landscape” presentation at the 
Third UNITAID Consultative Forum, Geneva
, 4 -5 October 2011 (http://www.unitaid.eu/en/
component/content/article/330.html).
52 See the Report of the Third Global Fund 
Board Meeting held in October 2002 available 
at http://www.theglobalfund.org/en/board/
meetings/third/.
53 In addition to providing advice and many 
technical assistance missions, these organiza-
tions have published guidance on the use of 
TRIPS flexibilities to promote access to 
antiretrovirals and other essential medicines, 
including UNAIDS, WHO & UNDP (2011); 
UNDP (2010); UNCTAD & ICTSD (2005); 
World Bank (2004) and Correa (2002).
54 UNITAID’s mission is to contribute to 
scaling up access to medicines for HIV/AIDS, 
tuberculosis and malaria in low-income coun-
tries by leveraging price reductions for quality 
diagnostics and medicines and accelerating 
the pace at which these are made available. 
Detailed information on the organization can 
be found on its website at http://unitaid.eu/.
55 DNDI was established in 2003 as a collabo-
rative, patients’ needs-driven, non-profit drug 
R&D organization that is developing new 
treatments for malaria, visceral leishmaniasis, 
sleeping sickness (human African 
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81 In addition to hundreds, if not thousands, 
of national initiatives there are now many in-
ternational initiatives and processes that seeks 
to address IP enforcement. For a discussion of 
the issues at play see e.g., The OECD Report 
on “The Economic Impact of Counterfeiting 
and Piracy”  
available at http://www.oecd.org/
dataoecd/11/38/38704571.pdf; The Report of 
the G8 Intellectual Property Experts Group 
(IPEG) to the 2009 G8 Summit available at 
http://www.g8italia2009.it/static/G8_
Allegato/ITALY%20G8%20IPEG%20
Final%20Report,0.pdf; Sell (2008); Fink and 
Correa (2008); and Biadgleng and Munoz 
(2008).
82 Under the TRIPS Agreement 
(Footnote 14), counterfeiting means without 
authorization, using in the course of trade 
identical or similar signs for goods or services 
which are identical or similar to those in re-
spect of which a trademark is validly 
registered, subject to any exceptions limiting 
the rights of the trademark owner. In other 
words, it is a term that is primarily related to 
trademark infringement.
83 See Correa in Fink and Correa (2008).
84 See Abbott (2009).
85 For a discussion of these and other prob-
lems see e.g., Musungu and Oh (2006), Roffe 
and Spennemann (2006), ‘t Hoen (2009) and 
UNAIDS, WHO and UNDP (2011).
86 See Canada – Patent Protection of 
Pharmaceutical Products, Report of Panel, 
WT/DS/114/R, 17 March 2000.

68 For information on the licences and the li-
censing terms see the MPP website at http://
www.medicinespatentpool.org/LICENSING.
69 CIPIH (2006), p. 17.
70 The CEWG was established in 
May 2010 by Resolution WHA63.28 (http://
apps.who.int/gb/ebwha/pdf_files/WHA63/
A63_R28-en.pdf) to continue the work of 
a previous expert group to, among other 
things, explore incentive schemes for R&D, 
including addressing, where appropriate, the 
de-linkage of the costs of R&D and the price 
of health products.
71 Treatment 2.0 is a radically simplified HIV 
treatment platform that decreases AIDS-
related deaths drastically and could also 
greatly benefit HIV prevention efforts. For de-
tails see UNAIDS (2010a).
72 For a discussion on the limitations of 
Article 66.2 see e.g. Moon (2008).
73 For information on the Brazilian initiative 
see e.g., the Reuters report of May 2007 
at http://www.reuters.com/article/2007/05/29/
health-aids-mozambique-brazil-dc-id 
UKL2957933720070529.
74 Information on WIPO’s work is available 
at http://www.wipo.int/patentscope/en/pro-
grams/patent_landscapes/pl_about.html.
75 The database is available at  
http://www.medicinespatentpool.org/
LICENSING/Patent-Status-of-antiretrovirals.
76 The general date of application for devel-
oping countries was 1 January 2000, hence 
five additional years meant 1 January 2005.
77 See Waning, Diedrichsen & Moon (2010).
78 See Perez Casas supra note 51.
79 See PEPFAR press release at http://www.
pepfar.gov/press/releases/2010/144808.htm.
80 See MSF’s Untangling the web of antire-
troviral price reductions at http://utw.
msfaccess.org/background/challenges.
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