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“We are engaged in a combat to provide access for all to the most innovative
therapies and to do this so that everywhere in the world thee price of medicines can
be controlled and regulated, so that the sick persons can be treated with dignity and
also with hope. In a democracy, you cannot say to a person, whatever their revenue,
their origins, their career: you cannot be treated and cured because it costs too much.
We must act internationally and that is what we are going to do”.

— Francois Hollande, President of France'

BACKGROUND

1.

Countries around the world, multilateral agencies, donors, civil society organizations and
pharmaceutical companies are engaging with the issues of trade, pricing and other
barriers that affect access to medicines. These issues have featured in the World Health
Organization (WHO) debates on Universal Health Coverage, in concerns about the
preparedness to tackle emerging infectious diseases such as Ebola and the Zika virus,
and in global efforts to eradicate or control epidemics such as AIDS, tuberculosis (TB)
and malaria. They are also prominent in debates about the lack of funding for the
prevention and treatment of neglected tropical diseases, the rising prevalence of non-
communicable diseases (NCD) in low- and middle-income countries, the public health
challenges posed by antimicrobial resistance, and the need for mechanisms to finance
research and development (R&D) in the health sector in ways that afford access to
health for all.

Many of these topics have commanded attention at the highest levels of global
governance. In 2001, the United Nations General Assembly held a special session on
the AIDS epidemic and its impact on development, which was followed by High-Level
Meetings on HIV/AIDS in 2006, 2011, and 2016.° World leaders gathered at the UN
headquarters in 2011 made recommendations to address the growing challenge of
NCDs® and in 2016 issued a political declaration on anti-microbial resistance’ and its
impact on public health.

Similar concerns have been raised by Heads of State and in some of the studies
assessed during this literature review. In a special communication entitled “United States
health care reform: progress to date and next steps”, published in the Journal of the
American Medical Association,® the United States (US) President Barrack Obama
reviewed the factors that influenced decisions to introduce health reforms and
recommended actions that could improve the health care system in the US. Those
factors included enhancing competition in the marketplace in order to increase access to
health providers and services, and reducing prices of prescribed drugs, along with
improving the affordability of health insurance.

At the end of 2015, there were an estimated 36.7 million people living with HIV worldwide,
of whom 17 million people were receiving life-saving antiretroviral therapy (ART). This
reflects the remarkable scale-up in the provision of ARV medicines in the past decade. In
2015, WHO revised its HIV treatment guidelines to recommend immediate ART initiation
for all people diagnosed with HIV infection. Demand for treatment therefore increased,
and global ART coverage at the end of 2015 was 46%. Further rapid expansion of
access to ART, particularly in low- and middle-income countries, is crucial for saving

lives and preventing new infections, and for reaching the “90-90-90” testing and
treatment targets' of the UNAIDS Fast-Track approach, which would put the world on-

! By 2020, 90% of people living with HIV know their HIV status, 90% of people who know their status are receiving treatment
and 90% of people on HIV treatment have a suppressed viral load; by 2030, 95% of people living with HIV know their HIV
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course to end the AIDS epidemic. However, the scale-up of HIV treatment still faces
major challenges.

5. High prices of medicines, particularly those under patent protection, can present major
barriers to access to health technologies. In addition, there is insufficient R&D of new
HIV-related products that could enhance adherence to treatment, limit HIV drug
resistance and meet the special health needs of people living with HIV who are ageing
thanks to the clinical benefits of treatment.

6. The 1994 Trade-Related Aspects of Intellectual Property Rights (TRIPS) Agreement °
was established as one of the World Trade Organization’s (WTO) founding international
treaties. The TRIPS Agreement sets minimum standards for the protection of intellectual
property rights for industrial products, including health products. Patents grant the
inventor exclusive rights to his or her invention, and the exclusivity to market the product
and establish its price. According to the TRIPS Agreement, patents are granted for a
minimum of 20 years. Such protection, however, can lead to monopolies over certain
pharmaceutical products, restricting the market entry of less expensive competitive
products, including generics.

7. In 2001, in order to mitigate the negative impact of intellectual property rights on public
health, WTO Member States adopted the Declaration on the TRIPS Agreement and
Public Health, known as the Doha Declaration.' This Declaration was motivated by the
high burden of infectious diseases, including the AIDS epidemic, in developing countries.
It affirmed the primacy of public health commitments over trade considerations, by
reiterating the use of “TRIPS flexibilities”. Those flexibilities include parallel importing and
compulsory licenses, which grant low- and middle-income countries the policy options for
ensuring access to affordable quality-assured health products and for creating conditions
to promote further R&D in the pharmaceutical arena.

8. The Doha Declaration stated, for example, that:

We recognize the gravity of the public health problems afflicting many developing and
least developed countries, especially those resulting from HIV/AIDS, tuberculosis,
malaria and other epidemics. We agree that the TRIPS Agreement does not and should
not prevent Members from taking measures to protect public health. Accordingly, while
reiterating our commitment to the TRIPS Agreement, we affirm that the Agreement can
and should be interpreted and implemented in a manner supportive of WTO Members’
right to protect public health and, in particular, to promote access to medicines for all.

— WTO Declaration on the TRIPS Agreement and Public Health, 2001’

9. Access to medicines is a specific and important component for fulfilling the right to
access health care as a fundamental human right."? A large body of work exists setting
standards on the right to health. However, reports of the “Special Rapporteur on the right
of everyone to enjoy the highest attainable standard of physical and mental health on
access to medicines”™ ' ' have highlighted the imbalance between states’ human
rights obligations and actual policy development and implementation. According to those
reports, the denial of health and health-related human rights is linked to several barriers
blocking access to medicines. They include social and economic factors such as poverty,
discrimination and harmful social norms. Laws, policies and administrative structures that
restrict access to medicines or fail to address those barriers are additional determinants
of poor health. The Special Rapporteur therefore has recommended shifting “from the

status, 95% of people who know their status are receiving treatment and 95% of people on HIV treatment have a suppressed
viral load.
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dominant market-oriented perspectives on access to medicines towards a right-to-health

paradigm in promoting access to medicines”."®

The human rights debate on access to medicines has highlighted concerns that a
growing body of international trade law and the scope of intellectual property protections
are impeding the production and distribution of affordable health technologies, including
generic drugs. While intellectual property protection is enforced to provide an incentive
for innovation, experience has shown that current laws fail to promote innovation that
serves the health care needs of all people, especially the poor. This state of affairs,
along with attempts to discourage developing countries from using the flexibilities of the
TRIPS Agreement, have underlined the negative effects of excessive intellectual
property protections on access to HIV treatment and other essential medicines.

The interconnections between trade and access to HIV-related medicines, against the
background of human rights, have been the subject of several reports and resolutions
from the Human Rights Council,"” ® including those directly addressing the AIDS
epidemic.” % ' In July 2016, the Human Rights Council adopted a seminal resolution on
access to medicines.? The resolution reaffirms the importance of using the TRIPS
flexibilities to advance public health outcomes in the areas of research, development and
access to medicines and other health technologies. It also incorporates concepts
prominent in the WHO debates around access to innovation, such as the importance of
alternative models for financing R&D efforts. The resolution does not affirm the primacy
of human rights principles over trade, which the original proposed text had done.
However, it attempts to frame the realization of the right to access to medicines in terms
of the need for greater policy coherence between trade, public health and human rights,
by referring to the mandate of the UN Secretary-General’s High-Level Panel on Access
to Medicines (which is discussed later in the current report).

The concerns regarding trade-related barriers to access to medicines have been
addressed by the UNAIDS Programme Coordinating Board (PCB) at various times,
including in the report of the NGO delegation at the 35" PCB meeting.?

Following discussion of the report of the NGO delegation, the PCB requested UNAIDS:
“to produce a synthesis report of existing research and literature on intellectual property
(IP)-related and other factors impacting the availability, affordability, and accessibility of
treatment and diagnostics for HIV and co-infections in low and middle-income countries,
including the following provisions in articles 71 a and b of the 2011 Political Declaration,
which state:

a) The use, to the full, of existing flexibilities under the Agreement on Trade-Related
Aspects of Intellectual Property Rights specifically geared to promoting access to and
trade in medicines, and, while recognizing the importance of the intellectual property
rights regime in contributing to a more effective AIDS response, ensure that intellectual
property rights provisions in trade agreements do not undermine these existing
flexibilities, as confirmed in the Doha Declaration on the TRIPS Agreement and Public
Health, and call for early acceptance of the amendment to article 31 of the TRIPS
Agreement adopted by the General Council of the World Trade Organization in its
decision of 6 December 2005;

b) Addressing barriers, regulations, policies and practices that prevent access to
affordable HIV treatment by promoting generic competition in order to help to reduce
costs associated with life-long chronic care and by encouraging all States to apply
measures and procedures for enforcing intellectual property rights in such a manner as
fo avoid creating barriers to the legitimate trade in medicines, and to provide for
safeguards against the abuse of such measures and procedures.” %
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INTRODUCTION

14. This research and literature review covers the period from 2001 to 2016. In the vast
majority of documents perused during the review, the Political Declarations on HIV and
AIDS (2001,% 2006,?° 2011?" and 2016),?® the WHO Global Strategy and Plan of Action
on Public Health, Innovation and Intellectual Property, and the WTO Declaration on the
TRIPS Agreement and Public Health® are considered cornerstones of the debate
regarding policy coherence between access to HIV-related medicines and trade issues.

15. In order to systematize the scope of this review and fulfil the request made by the PCB,
three types of literature were assessed:
a) Policy literature covering access to HIV-related health technologies, produced by
selected intergovernmental organizations working in this field, such as the South Centre,
UNAIDS, the UN Conference on Trade and Development (UNCTAD), the UN
Development Programme (UNDP), the UN Industrial Development Organization
(UNIDO), UNITAID (and the Medicines Patent Pool), WHO, the World Intellectual
Property Organization (WIPO) and WTO;
b) Policy literature and technical documents covering access to HIV-related health
technologies, produced by nongovernmental organizations (NGOs); and
c) Academic literature on access to HIV-related health technology published in scientific
journals or specialized websites on this topic.

16. The findings of the study are presented below, and are divided into four thematic
sections and a conclusion:

o Access to medicines and other health technologies in the context of the
Political Declarations on HIV and AIDS. The first section presents the linkages
between access to medicines and trade as they are referred in the Political
Declarations on HIV and AIDS, issued in 2001, 2006, 2011 and 2016.

e Breaking the silence. The second section discusses the most common barriers to
access to HIV-related products as described in the reviewed literature.

e Pursuing the right balance — trade, public health and human rights. The third
section identifies the global initiatives described in the literature that were put in place
to overcome major barriers to access to medicines and other health technologies.

¢ Access equity rights now. The fourth section focuses on global initiatives in the
field of the HIV epidemic regarding access to HIV-related products.

e Conclusions and recommendations.

ACCESS TO MEDICINES AND OTHER HEALTH TECHNOLOGIES IN THE CONTEXT OF
THE POLITICAL DECLARATIONS ON HIV AND AIDS

“15. (...) access to medication in the context of pandemics such as HIV/AIDS is one of the
fundamental elements to achieve progressively the full realization of the right of everyone to
the enjoyment of the highest attainable standard of physical and mental health.”

— Declaration of Commitment on HIV/AIDS: Global Crisis, Global Action, 2001%°

17. Member States adopted the first UN Political Declaration on HIV/AIDS at the United
Nations General Assembly Special Session on HIV/AIDS in 2001. In the introductory
section of the Declaration, human rights obligations were deemed to override other
interests, including trade. The Declaration noted that the success of prevention and
treatment efforts depend on the affordability and accessibility of key health products,
such as vaccines, medicines, diagnostics, condoms, sterile syringes and more. However,
it also emphasized that prevention and treatment efforts need to be aligned with
international trade law:
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“26. (...) to promote innovation and the development domestic industries consistent with
international law in order to increase access to medicines to protect the health of their
populations, and noting that the impact of international trade agreements on access to
or local manufacturing of essential drugs and on the development of new drugs needs
to be evaluated further”.*'

The concluding paragraph of the declaration recommended that countries:

“103. Explore, with a view to improving equity in access to essential drugs, the feasibility
of developing and implementing, in collaboration with non-governmental organizations
and other concerned partners, systems for the voluntary monitoring and reporting of
global drug prices”.*

In 2006, a second High-Level Meeting adopted a new Political Declaration on HIV/AIDS
in which it reaffirmed access to medicines as a major component for fulfilling the right to
health as a fundamental human right. Trade matters were explicitly addressed in
paragraphs 15 and 24, and reference was made to the WTO Doha Declaration on the
TRIPS Agreement and Public Health and the TRIPS flexibilities in paragraphs 43 and 44:

“15. Recognize further that to mount a comprehensive response, we must overcome
any legal, regulatory, trade and other barriers that block access to prevention, treatment,
care and support; (...) do everything necessary to ensure access to life-saving drugs
and prevention tools; and develop with equal urgency better tools — drugs, diagnostics
and prevention technologies, including vaccines and microbicides — for the future”;

“24. Commit ourselves to overcoming legal, regulatory or other barriers that block
access to effective HIV prevention, treatment, care and support, medicines,
commodities and services”;

“42. Commit ourselves also to finding appropriate solutions to overcome barriers in
pricing, tariffs and trade agreements, and to making improvements to legislation,
regulatory policy, procurement and supply chain management in order to accelerate and
intensify access to affordable and quality HIV/AIDS prevention products, diagnostics,
medicines and treatment commodities;

43. Reaffirm that the World Trade Organization’s Agreement on Trade-Related Aspects
of Intellectual Property Rights does not and should not prevent members from taking
measures now and in the future to protect public health. Accordingly, while reiterating
our commitment to the TRIPS Agreement, reaffirm that the Agreement can and should
be interpreted and implemented in a manner supportive of the right to protect public
health and, in particular, to promote access to medicines for all including the production
of generic antiretroviral drugs and other essential drugs for AIDS-related infections. In
this connection, we reaffirm the right to use, to the full, the provisions in the TRIPS
Agreement, the Doha Declaration on the TRIPS Agreement and Public Health and the
World Trade Organization’s General Council Decision of 2003 and amendments to
Article 31, which provide flexibilities for this purpose;

44. Resolve to assist developing countries to enable them to employ the flexibilities
outlined in the TRIPS Agreement, and to strengthen their capacities for this purpose

(..)%°

20. More recently, the 2011 Political Declaration on HIV and AIDS re-affirmed the human

rights dimension of access to medicines and other health technologies, although not in
the introductory paragraphs of the document. The references appear in paragraph 32, in
the section discussing in some detail the trade-related barriers to access, as described in
the paragraphs 35 and 36:

“35. Recognize the critical importance of affordable medicines, including generics, in
scaling up access to affordable HIV treatment, and further recognize that protection and



UNAIDS/PCB (39)/16.22
Page 9/40

enforcement measures for intellectual property rights should be compliant with the
World Trade Organization Agreement on Trade-Related Aspects of Intellectual Property
Rights (TRIPS Agreement) and should be interpreted and implemented in a manner
supportive of the right of Member States to protect public health and, in particular, to
promote access to medicines for all”;

“36. Note with concern that regulations, policies and practices, including those that limit
legitimate trade in generic medicines, may seriously limit access to affordable HIV
treatment and other pharmaceutical products in low- and middle-income countries, and
recognize that improvements can be made, inter alia through national legislation,
regulatory policy and supply chain management, (...)” *

21. The treatment section of the 2011 Political Declaration noted the interconnections
between trade and public health, in addition to making recommendations for supporting
countries to reach the target of enrolling 15 million people on HIV treatment by 2015.
References to the links between trade and public health were phrased using the
language negotiated at the WTO® and other trade-related forums, as is evident in
paragraphs 71 (and its subparagraphs a, b, and c¢) and 72:

“71. Commit to remove before 2015, where feasible, obstacles that limit the capacity of
low- and middle-income countries to provide affordable and effective HIV prevention
and treatment products, diagnostics, medicines and commodities and other
pharmaceutical products, as well as treatment for opportunistic infections and co-
infections, and to reduce costs associated with life-long chronic care, including by
amending national laws and regulations, as deemed appropriate by respective
Governments, so as to optimize:

(a) The use, to the full, of existing flexibilities under the Agreement on Trade-Related
Aspects of Intellectual Property Rights specifically geared to promoting access to and
trade in medicines, and, while recognizing the importance of the intellectual property
rights regime in contributing to a more effective AIDS response, ensure that intellectual
property rights provisions in trade agreements do not undermine these existing
flexibilities, as confirmed in the Doha Declaration on the TRIPS Agreement and Public
Health, and call for early acceptance of the amendment to article 31 of the TRIPS
Agreement adopted by the General Council of the World Trade Organization in its
decision of 6 December 2005;

(b) Addressing barriers, regulations, policies and practices that prevent access to
affordable HIV treatment by promoting generic competition in order to help to reduce
costs associated with life-long chronic care and by encouraging all States to apply
measures and procedures for enforcing intellectual property rights in such a manner as
fo avoid creating barriers to the legitimate trade in medicines, and to provide for
safeguards against the abuse of such measures and procedures;

(c) Encouraging the voluntary use, where appropriate, of new mechanisms such as
partnerships, tiered pricing, open-source sharing of patents and patent pools benefiting
all developing countries, including through entities such as the Medicines Patent Pool,
to help to reduce treatment costs and encourage development of new HIV treatment
formulations, including HIV medicines and point-of-care diagnostics, in particular for
children”;

“72. Urge relevant international organizations, upon request and in accordance with
their respective mandates, such as, where appropriate, the World Intellectual Property
Organization, the United Nations Industrial Development Organization, the United
Nations Development Programme, the United Nations Conference on Trade and
Development, the World Trade Organization and the World Health Organization, to
provide national Governments of developing countries with technical and capacity-
building assistance for the efforts of those Governments to increase access to HIV
medicines and treatment, in accordance with the national strategies of each
Government, consistent with, and including through the use of, existing flexibilities under
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the Agreement on Trade-Related Aspects of Intellectual Property Rights, as confirmed
by the Doha Declaration on the TRIPS Agreement and Public Health (...)"

22. Adopted in June 2016, the Political Declaration on HIV and AIDS: on the Fast-Track to
accelerate the fight against HIV and to end the AIDS epidemic by 2030 reflects the
2030 Sustainable Development agenda and its target of ending the AIDS epidemic as a
public health threat by 2030. The introductory section of the Declaration focuses on the
achievements of the AIDS response, the remaining challenges related to the epidemic’s
impact on development and the interplay between AIDS and poverty.

23. As in the previous Declarations, Member States reaffirmed the importance of access to
medicines for realizing access to health as a fundamental human right, this time in the
section devoted to reviewing successes since 2011 (paragraph 37). The relevant
paragraphs appear under the section entitled “ensuring access to testing and treatment
in the fight against HIV and AIDS” (sub-paragraphs 60.a to 60.n), which reiterates the
commitments to remove trade-related barriers, using virtually the same language that
had been negotiated in the 2011 Political Declaration. There is additional emphasis on
access to treatment for other public health concerns such as TB, sexually transmitted
diseases, viral hepatitis and opportunistic infections. Concern is also expressed about
the threats posed by antimicrobial resistance and the burden of NCDs in low- and
middle-income countries.

BREAKING THE SILENCE: MAIN BARRIERS TO ACCESS TO HIV RELATED
TECHNOLOGIES

24. The disparities between countries of the North and the South with respect to access to
ART were at the heart of the debates at the XllI International AIDS Conference held in
2000 in Durban, South Africa. It was the first time that the conference had been held in a
developing country and on the African continent. At the conference, activists, people
living with HIV, scientists, government officials and health professionals called for urgent
action to close the HIV treatment gap.

“With less than a year to go before 2010, only a third of those who need HIV treatment have
access to it. That is in itself a cause for urgent action. However, in our drive to achieve these
targets, we must not forget that they do not represent the end of the HIV story. All those
millions of people who do get on treatment will need to continue being treated, cared for and
supported for many decades to come. The prevention programmes must also continue,
because treating ever-growing numbers is unsustainable and only prevention can ensure the
spread of HIV is reversed once and for all.”

— The treatment timebomb>®

25.1In 2009, the All-Party Parliamentary Group on HIV and AIDS in the United Kingdom (UK)
released a report®® on the challenges faced by developing countries in achieving the
Millennium Development Goals (MDG) in relation to access to HIV treatment. With a
provocative title — The treatment timebomb — the report highlighted the fact that only one
third of the people eligible for ART were receiving treatment, and it stressed the need for
immediate actions to prevent a dramatic rise in the number of people requiring ART by
2030.%° The report concluded by emphasizing the actions needed to rapidly accelerate
access to HIV treatment:

a) Ensure affordability of quality first- and second-line ARVs;

b) Scale-up access to medicines for treating co-infections and opportunistic diseases
affecting people living with HIV;

c) Increase availability of paediatric treatment options;
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d) Enhance affordability of diagnostic tools for children and adults in order to ensure
timely initiation of treatment;

e) Devote greater attention and effort to prevent mother-to-child transmission, by
increasing access to ARVs for pregnant women living with HIV.

In December, 2014, the same UK All-Party Parliamentary Group released a new report,*’
entitled Access denied, which focused on the progress made in the global AIDS
response in relation to access to treatment and on the remaining barriers. In the
foreword, Michel Sidibé, the UNAIDS Executive Director, anticipated the core element of
the HIV-related global commitments in the post-2015 era: ending AIDS as a public health
threat by 2030:

“Taking shape before us in 2015 is a historic opportunity — | would say a historic
imperative — to end AIDS as a public health threat in the coming years. This opportunity
has coalesced from years of hard work, heavy engagement and scientific progress
against this epidemic (...) We have seen AIDS transform from a death sentence to a
chronic, treatable condition, enabling millions of people to live long healthy lives”

— Michel Sidibé*?

Despite improvements, especially in access to first-line HIV treatment in low- and middle-
income countries, the literature continued to highlight persistent barriers to access to
HIV-related products. For example, the 2014 All-Party Parliamentary Group report43
identified major obstacles restricting access to ARV treatment, including:

high-priced medicines, especially second- and third-line ARV drugs;
underserved key populations;

stigma and discrimination;

poor supply chain management;

weak health systems;

lack of access to viral load testing;

lack of streamlining in drug registration processes;

lack of investment in R&D, particularly for paediatric medicines; and
middle-income countries’ lack of access to generic drugs.

Many of those factors also affect other areas of public health areas. According to WHO,
there is no single determinant causing a lack of access to medicines: comprehensive
approaches for strengthening public health systems are needed:

It will be impossible to achieve national and international goals — including the
Millennium Development Goals (MDGs) — without greater and more effective investment
in health systems and services. While more resources are needed, government
ministers are also looking for ways of doing more with existing resources. They are
seeking innovative ways of harnessing and focusing the energies of communities, non-
governmental organizations (NGOs) and the private sector. They recognize that there is
no guarantee the poor will benefit from reforms unless they are carefully designed with
this end in mind. Furthermore, they acknowledge that only limited success will result
unless the efforts of other sectors are brought to bear on achieving better health
outcomes. All these are health systems issues.

— WHO’s Framework for Action**

On the subject of access to medicines specifically, WHO, along with WIPO and WTO,
prepared a report*® which discussed in detail the key policy intersections between trade,
intellectual property and public health. Titled Promoting access to medical technologies
and innovation, the report argued for a thorough understanding of those linkages to
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ensure that the discovery, development and delivery dimensions of the innovation and
access cycle are fully addressed.

The report analysed the potential and actual impact of trade mechanisms on R&D, the
pricing of health technologies and access to those technologies. Those mechanisms
include taxes and tariffs, intellectual property protection and free trade agreements, all
operating alongside regulatory and supply chain frameworks. The report built on a series
of key documents which addressed the interfaces between access, trade and
development, including the WTO Doha Declaration on the TRIPS Agreement and Public
Health,* the WIPO Development Agenda,*” and the WHO Global Strategy and Plan of
Action on Public Health, Innovation and Intellectual Property,*® as well as a selection of
robust policy and academic literature.

Public health now finds itself caught in a cross-current of rising expectations and ambitions,
set against rising demands and costs, at a time when funds are stagnant or shrinking. In
such a situation, introducing greater efficiency is a far better option than cutting budgets and
services.

— Margaret Chan, Director-General of WHO*

31.

32.

33.

The World Health Assembly’s adoption in 2008 of the WHO Global Strategy and Plan of
Action on Public Health, Innovation and Intellectual Property50 had paved the way for
other important initiatives for overcoming the challenges identified in the 2006 report®’
the WHO Commission on Intellectual Property Rights, Innovation and Public Health.
Prominent among those challenges were the effects of the current intellectual property
regime on the innovation cycle (discovery, development and delivery) in developing
countries. The WHO Intergovernmental Working Group debated the recommendations
proposed by the Commission, and those recommendations were reflected in the eight
elements that constitute the WHO Global Strategy and Plan of Action on Public Health,
Innovation and Intellectual Property:>

e Prioritizing research and development needs;

Promoting research and development;

Building and improving innovative capacity;

Transfer of technology;

Application and management of intellectual property to contribute to innovation and
promote public health;

Improving delivery and access;

e Promoting sustainable financing mechanisms; and

e Establishing monitoring and reporting systems.

of

Since the adoption of the TRIPS Agreement, a large number of publications have
examined the interconnections between trade (including intellectual property) and access
to health technologies. They have also assessed the policy options presented in the
WTO Doha Declaration,*® occasionally building on the findings and recommendations of
the Commission on Intellectual Property Rights, Innovation and Public Health report.*

Generally, the assessments apply a public health lens when considering the implications
of the TRIPS Agreement for the availability, affordability and accessibility of medical
products. Some provide policy makers with guidance and legal advice to overcome
potential barriers posed by intellectual property enforcement, and to ensure access to
medicines and other health technologies. The great majority of the publications discuss a

range of health issues, including AIDS, in relation to trade and intellectual property
frameworks 55 56 57 58 59 60 61 62 63 64 65 66 67 68 69 70 71
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In addition, many authors and organizations have specifically discussed the intellectual
property-related barriers affecting access to HIV commodities.”? "> ™ 7° 76 77 78 Begides
the cooperation between WHO, WTO and WIPO in promoting access to innovation
within the health sector, the work of the WHO Consultative Expert Working Group on
Research and Development — Financing and Coordination’ is regarded as providing an
important step towards realizing the R&D-related elements of the Global Strategy and
Plan of Action on Public Health, Innovation and Intellectual Property. The next section
examines these and other initiatives to close the R&D gaps.

An increasing number of free trade agreements (FTAs) are affecting interconnections
between trade and access to medicines. Most of these FTAs contain intellectual property
enforcement clauses that go beyond the parameters established in the TRIPS
Agreement, clauses known as “TRIPS-plus” measures. A significant body of literature
has assessed the impact of FTAs on access to medicines.?0 8" 82 83 84 85 8 87 88 Ty
Trans-Pacific Partnership, for example, is regarded as one of the most emblematic
examples of such challenges. Many resolutions from multilateral bodies, such as the
World Health Assembly,” the UNAIDS PCB,?® and successive Political Declarations on
HIV/AIDS have raised concerns regarding the impact of trade agreements on health
and/or the presence of “TRIPS-plus” provisions in those agreements. The concerns
relate especially to provisions that may reduce the policy options for countries to make
use of the TRIPS flexibilities in a bid to scale-up access to lifesaving drugs.

Middle-income countries can experience specific difficulties in accessing ARV drugs.
Drug prices vary widely between middle-income countries, and many of them pay high
prices for second- and third-line ARV medicines. The influencing factors include
differences in disease burdens, procurement policies, economies of scale, patent
legislation and the access policies of pharmaceutical companies.®® ' %2

Due to the existing criteria for external aid, many middle-income countries find it difficult
to access financial support from international development agencies for their treatment
programmes. They rely preponderantly on domestic resources to sustain access to those
programmes. At the same time, many middle-income countries bear increasing disease
burdens. It is estimated that by 2020 the majority of people living with HIV will reside in
middle-income countries, many of which also face challenges from other public health
threats, such as multidrug-resistant TB, hepatitis C infection and NCDs.

The UNAIDS PCB has consistently addressed the issue of access to medicines. At the
25" meeting of the PCB, for example, it was announced that UNDP, on behalf of
UNAIDS, would convene a high-level Global Commission on HIV and the Law. That
independent body was tasked with examining the role of the law in improving outcomes
for HIV programmes, including access to medicines. Concerns about access to
medicines were reiterated in the agenda item “Ensuring non-discrimination in responses
to HIV” tabled at the 26™ PCB meeting.

The Global Commission on HIV and the Law addressed the various respects in which
legislation can affect AIDS responses, such as reducing stigma and discrimination,
protecting the rights of people living with HIV and key populations, and the impact of
intellectual property laws on access to treatment. While the Commission’s report®
discussed the legislative measures that could help remove stigma and discrimination-

" The 59" WHA discussed an agenda item on “International Trade and Health”, and requested the WHO Director-General to
“respond to Member States’ requests for support of their efforts to build the capacity to understand the implications of
international trade and trade agreements for health and to address relevant issues through policies and legislation that take
advantage of the potential opportunities, and address the potential challenges, that trade and trade agreements may have for
health”. See http://apps.who.int/gb/ebwha/pdf files/WHA59-REC1/e/Resolutions-en.pdf?ua=1.
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related barriers, it also recognized the impact of intellectual property rights on the pricing
of newer commodities for treating HIV infection.

The recommendations of the Global Commission on HIV and the Law and the adoption
of the 2030 Agenda for Sustainable Development motivated the UN Secretary-General
to convene a High-Level Panel on Access to Medicines, to “review and assess proposals
and recommend solutions for remedying the policy incoherence between the justifiable
rights of inventors, international human rights law, trade rules and public health in the
context of health technologies”.

Released in September 2016, the report™ of the UN Secretary-General’s High-Level
Panel on Access to Medicines focused on the negative impact of policy incoherence
regarding access to health technologies. The panel noted that lack of access to
medicines, vaccines, diagnostics and other medical commodities, as well as a lack of
new tools for tackling health problems such as antimicrobial resistance, was a problem in
both rich and poor countries. Among the concerns was the misalignment between public
health priorities and economic, social and political considerations, which creates
technical and political obstacles for low- and middle-income countries that seek to use
the flexibilities of the current intellectual property regime to protect public health. In
addition, the panel assessed the capabilities of such a regime for addressing R&D needs
in relation of health technologies that have little or no market interest from the productive
sector and/or public health policy makers.

PURSUING THE RIGHT BALANCE BETWEEN TRADE, PUBLIC HEALTH AND HUMAN
RIGHTS

42

43

.In 2001, the Secretary of State for International Development from the UK established

the Commission on Intellectual Property Rights, comprising members from various
countries and areas of expertise. It was tasked with reviewing and proposing
recommendations regarding the impact of intellectual property protection in both
developed and developing countries. Working against the background of newly adopted
Millennium Development Goals, the Commission analysed the ways in which intellectual
property rights could promote economic growth and reduce poverty or, conversely, widen
gaps between poor and rich nations, by creating obstacles to innovation and to access
health and agricultural products. The Commission released its report®™ in 2002, issuing
recommendations to correct the distortions which stronger intellectual property might
impose on developing countries’ efforts to promote development and reduce poverty.

“We need to ensure that the global IP [intellectual property] system evolves so that the
needs of developing countries are incorporated and, most importantly, so that it
contributes to the reduction of poverty in developing countries by stimulating innovation
and technology transfer relevant to them, while also making available the products of
technology at the most competitive prices possible”.

— Commission on Intellectual Property Rights®

. The report of the British Commission on Intellectual Property Rights influenced the

discussions on the impact of intellectual property rights on public health which led to the
establishment of the WHO Global Commission on Intellectual Property, Innovation and
Public Health by the 56™ World Health Assembly in 2003." The Commission played an
important role in bringing the discussions on intellectual property and public health to the
upper levels of global health governance, at the World Health Assembly. The

i See 53 WHA, Resolution 27, adopted in 27 May 2003: http://apps.who.int/gb/archive/pdf files/\WWHA56/ea56r27.pdf.
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recommendations included in its report provided the basis for the establishment of the
WHO Intergovernmental Working Group on Intellectual Property, Innovation and Public
Health, and the subsequent adoption of the WHO Global Strategy and Plan of Action on
Intellectual Property, Innovation and Public Health.

As a follow-up of the 2008 WHO Global Strategy and Plan of Action on Intellectual
Property, Innovation and Public Health, the 63 World Health Assembly in 2010
approved a resolution" requesting the WHO Director-General to establish a Consultative
Expert Working Group (CEWG) to further examine and take forward proposals presented
to an Expert Working Group. The decision followed discussions at the World Health
Assembly on implementation of the Global Strategy and Plan of Action on Public Health,
Innovation and Intellectual Property, and the deliberations of an expert working group
which had been mandated to “examine current financing and coordination of research
and development, as well as proposals for new and innovative sources of funding to
stimulating research and development”.

The CEWG report” was completed in 2012. It consisted of a comprehensive description
of the evolution of WHO’s internal discussions on the linkages between intellectual
property rights and public health, which the Commission on Intellectual Property Rights,
Innovation and Public Health had initiated and which were reflected in subsequent
decisions of the World Health Assembly. The report discussed options for promoting
R&D to address the public health needs of developing countries with respect to access
to newer health technologies (including medicines, vaccines and diagnostics). It
emphasized the need to examine the areas in which the current intellectual property
system was inadequate, for example by failing to promote market interest in R&D for key
public health technologies. The CEWG focused on proposals that closely matched its
mandate, i.e. innovative and sustainable financing, and coordinating approaches and
mechanisms for R&D.

One of the approaches informing the CEWG’s recommendations on mechanisms (or
incentive schemes) to promote R&D was “delinkage” or “delinking”, which featured
among the proposals which the previous Expert Working Group had assessed.
“Delinking” implies separating the recovery of R&D expenses from the final price of
products. In the current intellectual property system, developers of medical products can
recoup R&D investments via the prices they charge to final consumers of the products
(whether patients, health insurance companies or governments). An example of
“delinking” is when a patent on a given product expires, enabling generic producers to
develop manufacture the product and market it at prices that are shaped largely by
production costs and desired profit margins.

The approaches to R&D which the CEWG recommended were based on proposals
characterized by “research and innovation that generate knowledge which is free to use
without legal or contractual restrictions”.* This referred to open knowledge innovation,
such as precompetitive R&D platforms, open source, open access and prizes. Equitable
licensing and patent pools were also considered as attractive mechanisms to enhance
access to innovation “on equitable terms and/or with low transaction costs”.

The CEWG also examined the lack of funds invested in R&D. Although the governments
of many developed countries invest consistently in R&D, most of the innovation activities
are performed by the private sector. This often leads to a neglect of innovations for
public health problems that hold little or no prospect of substantial profits or where the

v See 63" WHA Resolution 28, adopted on 21 May 2010: http://apps.who.int/gb/ebwha/pdf files/\WHAB3-
REC1/WHA63 REC1-P2-en.pdf.




49.

50.

51.

52.

53.

54.

UNAIDS/PCB (39)/16.22
Page 16/40

recovery of R&D investments may be unlikely. Public sector expenditures on R&D can
be substantial, but they tend to fall far short of actual public health needs, particularly in
low- and middle-countries.

Regarding financing mechanisms, the CEWG concluded that governments should
commit to spend at least 0.01% of gross domestic product (GDP) on public-funded R&D
to address types Il and Il diseases, and type | diseases’ affecting developing countries.
In addition, it recommended specific targets for countries to invest on overall health-
related R&D needs, according to their level of development: 0.15-0.2% of GDP for
developed countries, and 0.05-0.1% of GDP for developing countries.

The mobilization of funds for R&D should be accompanied by further coordination at the
global level. In that regard, the CEWG recommended the creation of a global health R&D
observatory and advisory mechanisms, which would operate under the auspices of WHO.
Such an observatory would be tasked to collect and analyse data on financial flows to
R&D, monitor areas that are under-served by R&D efforts, and evaluate progress. The
advisory mechanisms would ensure a common vision and priorities among the various
funders and implementing stakeholders as they worked to promote the global R&D
agenda.

In order to advance the funding and coordinating mechanisms, the CEWG
recommended the negotiation of a global R&D treaty. Based on the processes that led to
the adoption of the Framework Convention for Tobacco Control, such a treaty would
constitute a binding document. WHO Member States would commit themselves to
actions to ensure coordination, secure funding and mobilize technical expertise to create
a workable and enabling environment for a sustainable R&D framework. It would focus
on addressing the major public health concerns, mainly for developing countries and
unassisted populations and diseases.

In order to assess the feasibility of the recommendations proposed by the CEWG, WHO
invited institutions involved in R&D to develop projects based on the principles explored
in the CEWG report. Six demonstration projects are currently in place, most of them
focusing on neglected diseases (e.g. visceral leishmaniosis, schistosomiasis and febrile
illness), new diagnostic methods or open source collaboration for developing drugs for
infectious diseases that disproportionately affect developing countries.

It is worth noting that none of the current demonstration projects addresses HIV-related
health technologies. Some of the proposals presented to the Expert Working Group and
the CEWG did pertain to the AIDS epidemic. They addressed clinical trials for AIDS
vaccines; the development of a new generation of ARVs through patent pooling; access
to existing, high-priced ARVs using open-access/equitable licensing platforms; and
stimulating innovation in the competitive supply of newer HIV products by granting
milestone-prizes and/or end-prizes.

Another important CEWG recommendation concerning coordination was the
establishment of voluntary pooled fund for R&D for some specific diseases. Still in its
inception phase, this fund is being co-managed by UNICEF, UNDP, The World Bank,
and the WHO Special Programme for Research and Training in Tropical Diseases. It is
expected that its forthcoming operational plan will be aligned with the access core

v Type | diseases are incident in both rich and poor countries, with large numbers of vulnerable populations in each; Type Il
diseases are incident in both rich and poor countries, but with a substantial proportion of the cases in poor countries. Type Il
diseases are those that are overwhelmingly or exclusively incident in developing countries. See http://www.who.int/phi/3-
background cewg agenda item5 disease types final.pdf.
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principles of affordability, effectiveness, efficiency, equity, and the CEWG-recommended
principle of “delinkage”. A major aim is to achieve sustainable funding.

One of the proposals presented to the CEWG involved a form of patent pooling known
as “WIPO Re:Search”. WIPO established that initiative in 2011 as a voluntary licensing
platform, in collaboration with BIO Ventures for Global Health. The platform presents
private and public sector research organizations, including originator and generic
companies, with a collaborative environment to harmonize R&D efforts for neglected
tropical diseases, TB and malaria. It does so by making available intellectual property,
such as patents and patent rights, pharmaceutical compounds and compound libraries,
unpublished scientific results, regulatory data, technologies, expertise, and other forms
of know-how. A wide range of organizations, from both developed and developing
countries, are engaged in the initiative. By the end of 2015, “WIPO Re:Search” providers
had made 193 contributions to the initiative and there were almost 100 collaborations in
place to tackle those public health concerns in least-developed countries.

Since the adoption of the Doha Declaration in 2001, health and access to medicines
have featured on the agenda of the WTO TRIPS Council on many occasions, mainly in
relation to the implementation of paragraphs 6 and 7 of the document, which state:

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

(7) We reaffirm the commitment of developed-country Members to provide incentives to
their enterprises and institutions to promote and encourage technology transfer to least-
developed country Members pursuant to Article 66.2. We also agree that the least-
developed country Members will not be obliged, with respect to pharmaceutical products,
to implement or apply Sections 5 and 7 of Part Il of the TRIPS Agreement or to enforce
rights provided for under these Sections until 1 January 2016, without prejudice to the
right of least-developed country Members to seek other extensions of the transition
periods as provided for in Article 66.1 of the TRIPS Agreement. We instruct the Council
for TRIPS to take the necessary action to give effect to this pursuant to Article 66.1 of
the TRIPS Agreement.

— WTO Declaration on the TRIPS Agreement and Public Health®

In August 2003, following deliberations of the Council for TRIPS, the WTO General
Council decided on a mechanism by which a particular type of compulsory licensing
could be issued to respond to a request from a country (importer member) with no or low
manufacturing capacity to import a patent-protected pharmaceutical product from a
country with manufacturing capacity (exporter member). Known as the paragraph 6
system,” that decision was the subject of further internal discussions'® among TRIPS
Council members. This led to the 6™ December 2005 decision of the General Council to
amend the TRIPS Agreement by inserting a paragraph (31bis), specifying the scope of
compulsory licensing under the system and an annex after article 73, describing the
operationalization of the system.

According to the WTO website,"" 78 WTO Member States had expressed their
acceptance of the protocol by June 2016. The remaining Member States have until 31
December 2017 to follow suit. There is a great deal of discussion in the literature about

V' For further information on the paragraph 6 system, see https://www.wto.org/english/tratop e/trips _e/pharmpatent e.htm.
Vil . .
See https://www.wto.org/english/tratop e/trips _e/amendment e.htm.
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the operationalization of such mechanism,'®! 1% 1% 1% a5 well as its feasibility and
efficiency.'%® % 197 198 pych of the discussion relates to the bureaucratic burden which
the mechanism might impose on both exporting and importing members, and a possible
lack of market attractiveness for exporting countries due to limited economies of scale.
The system has been used only once thus far, to allow the exportation of a fixed-dose
combination of ARVs from Canada to Rwanda. The move did not result in a substantial
reduction in the price paid by the importing country when compared with prices offered
by generic manufacturers in India, for example.'® "° The Global Commission on HIV
and the Law has recommended that WTO Member States review the paragraph 6
system in order to propose and establish new mechanisms that can facilitate the
importation of health technologies that are produced as a result of the issuing of a
compulsory license.

The follow-up of paragraph 7 of the Doha Declaration regarding the extension of the
exemption period for least-developed country Member States to implement or apply
intellectual property protection to pharmaceutical products has also been the focus of
debate and resolutions at the WTO TRIPS Council. """ ''? In 2013, after a request from
the least-develop country group to the TRIPS Council,'™ "'* an overall extension was
granted until 2021. The group made another request in 2015 to extend the TRIPS
exemption period for over pharmaceutical for as long as countries remain classified as
“least-developed”."™ The request was supported by a large number of health activists,
international NGOs and intergovernmental bodies, such as UNAIDS, UNCTAD, UNDP,
UNITAID and WHO, based on the assumption that it would promote access to essential
medicines, including ARVs.""® """ '® The final decision was made in November 2015,
extending the exemption period until 2033."™

Intergovernmental organizations prepare the ground for the establishment of global
norms, regulations, and policy and technical standards in their various domains of
activity. In partnership with technical agencies, they also play important roles assisting
their Member States to adopt and implement resolutions made in their governing bodies
and to make use of the policy options that exist in international treaties.'"® 120 121 122 123 124
125126 Technical support provided by those agencies is therefore vital for the full
realization of multilateralism principles. Under the umbrella of cooperation between WHO,
WIPO and WTO, staff from the three organizations are providing technical support to
Member States to reduce the potential barriers which trade mechanisms might pose to
scaling-up access to health technologies. The support is also aimed assisting Member
States in making better use of policy options, such as the TRIPS flexibilities. These
activities include capacity building and training in areas where public health and trade
issues converge (such as intellectual property), as well as in-country technical
assistance, workshops and seminars at all levels, and headquarter-based courses.'?” '
Other multilateral agencies are assisting countries on these matters, though in different
respects. The UNDP, for example, assists countries in establishing enabling legislative
environments that can foster internal coherence and coordination around trade and
development issues to improve public health outcomes generally and access to
medicines in particular.'® 1%

Similarly, UNCTAD has been working with other international organizations'*' and
countries to assess the potential for improving the use of the intellectual property rights
regime, including the TRIPS flexibilities, for local pharmaceutical production in low- and
middle-income countries. The improvements have several aims, including creating

viii

See https://www.wto.org/english/news e/news15 e/trip 06nov15 e.htm and
http://keionline.org/sites/default/files/JointNGOStatementLDCwaiver6nov2015.pdf.
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investment opportunities for local production of health technologies and encouraging
developing countries to improve their capacities for innovation. They are also aimed at
fostering access-to-medicines policies through improved coordination and alignment
between public health and trade issues, such as intellectual property management,'®
investments, tariffs and technology transfers. Access to capital (external investment) and
technology are core UNCTAD activities to support countries to create enabling
environments for trade and development, including by using intellectual propertg/ tools to
encourage the development of local pharmaceutical manufacturing capacities. '

Africa remains dependent on imported medicines and other health technologies — a risky
situation in a continent with the world’s highest prevalence of HIV. The 7.6 million Africans
living with HIV now on antiretroviral treatment and millions more waiting depend on 80% of
antiretroviral medicines being imported from outside the continent. The local production of
medicines and other essential health commodities is important for all health challenges
faced by the continent. Demand for health commodities is growing rapidly. The ageing
population in Africa requires access to a growing range of medicines and assistive
technology that cannot be met with Africa’s existing manufacturing capacity and sources of
supply.

— Michel Sidibé, Li Young, Margaret Chan'®*

63. Many stakeholders have advocated for the strengthening of local pharmaceutical
manufacturing capacities in developing countries to achieve increased affordability,
availability, accessibility and quality assurance of medicines and other health
technologies. In 2010, a pioneering and influential study produced by the African Union,
the Council on Health Research for Development and the New Partnership for Africa’s
Development Agency135 reviewed the challenges and opportunities for strengthening
pharmaceutical innovation in Africa in order to achieve greater access to essential
medicines.

64. The study linked the principles and elements formulated in the Global Strategy and Plan
of Action on Public Health, Innovation and Intellectual Property with the forward-looking
Pharmaceutical Manufacturing Plan for Africa, which the African Union had adopted in
2007. The United Nations Industrial Development Organization (UNIDO) is assisting the
African Union in developing a business plan for the Pharmaceutical Manufacturing Plan
for Africa,'*® which gathers concerned stakeholders around this ambitious project.

65. Highlighting the long-term timeframe of the initiative and the need to encourage regional
synergies across the continent, the 2010 study covered four areas: implementing
innovation,
ensuring access, manufacturing, and capacity building. It recommended further
continental coordination, and the creation of R&D mechanisms through technology
transfer platforms, with a clear and shared strategy among the different actors. Despite
the enormous challenges for strengthening local production in Africa,’’ the agenda has
been attracting the interest of many investors from around the world, and is stimulating
technological partnerships with pharmaceutical companies, both originator and generic
producers, as well as with African institutions. As noted by leaders of UNAIDS, UNIDO
and WHO, political will is being mobilized, leveraging the local pharmaceutical production
agenda, as expressed in the African Union Roadmap on Shared Responsibility and
Global Solidarity for AIDS, Tuberculosis and Malaria Response in Africa.'*®

66. The African Union Roadmap sets out options for reducing the dependency of African
countries on external funding and resources, including foreign-produced medicines, by
exploring health development models that are closer to African realities and communities.
This would strengthen national ownership and health security. The Roadmap rests on
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three pillars. One of them involves improving access to affordable and quality-assured

medicines. Recalling the commitment of the African Union Member States in relation to

the Pharmaceutical Manufacturing Plan for Africa, this pillar describes priority actions to

scale-up access to medicines and other health products by:

o facilitating regional manufacture of medicines;

¢ strengthening regulatory capacities across the continent;

e establishing skills-building platforms through technology transfers, including South-
South cooperation;

¢ and creating legislative environments that allow countries to make full-use of the
existing TRIPS flexibilities*® and to avoid “TRIPS-plus” measures.

In recent years, much progress has been observed in the development of local capacity
for quality assurance of medical products in Africa. Building on the Pharmaceutical
Manufacturing Plan for Africa and the African Union Roadmap, a consortium led by the
African Union Commission began implementing the African Medicines Regulatory
Harmonization initiative (AMRH) in 2008."*° The consortium was set up by the New
Partnership for Africa’s Development Agency, WHO, the UK Department for International
Development, the Bill and Melinda Gates Foundation, the Clinton Health Access Initiative,
and the World Bank.

The AMRH provides a platform for collaboration between African countries in order to
implement harmonized regulatory norms and standards. The initiative recognizes the
weaknesses and obsolescence or absence of legal frameworks for health regulation in
individual African countries and the subsequent limited capacity of national regulatory
agencies to ensure acceptable standards of quality, safety and efficacy of medical
products in local markets. The initiative therefore seeks to establish or improve national
and regional capacities for assuring the quality of medicines in countries in Africa. The
pace of implementation of the initiative in the regional economic communities of the
African Union varies considerably. The Eastern African Community and the Southern
African Development Community have made greatest progress in relation to the main
objectives of the initiative, compared to other parts of the continent which the consortium
is prioritizing.

The AMRH initiative has mobilized strong political will from African leaders to strengthen
regulatory capacities that can help achieve the global and continental commitments on
access to medicines, and, more broadly, the creation of an African Medicines Agency.
Such an agency would oversee the registration of essential medical products and
coordinate regional regulatory harmonization on the continent. In January 2016, African
Union Heads of State and Government officially endorsed the African Union Model Law
on Medical Products and Regulations.™" This legal tool was developed in a
comprehensive consultative process, through a partnership between the African Union
Commission, the New Partnership for Africa’s Development Agency, and the Pan-African
Parliament. Other partners included the Secretariat of UNAIDS and co-sponsors,
including WHO and UNDP."*?

Community-based approaches for R&D of products to tackle major public health
concerns can play an important role in meeting the needs of patients who are not
prioritized in the mainstream initiatives of R&D stakeholders. The Drugs for Neglected
Diseases initiative (DNDi) is a not-for-profit organization working on R&D of treatments
for patients affected by neglected diseases, such as Chagas disease, filariasis,
leishmaniasis, mycetoma, sleeping sickness, as well as treatments for hepatitis C,
malaria and paediatric HIV.
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The initiative’s starting point is that current R&D incentive models, such as those based
on intellectual property and exclusivity rights, do not adequately address the health
needs of low- and middle-income countries. As a result, the health problems of many
patients are neglected, including infections that have been targeted with R&D efforts in
developed countries, such as HIV and hepatitis C. For instance, despite all the
achievements in dramatically reducing HIV transmission from mothers to children, there
is still a lack of ARV formulations that could be as effective in children as they are in
adults. Similarly, the high prices of drugs for treating hepatitis C infection and the lack of
generic and less expensive versions of those drugs means that the treatment is out of
reach for many patients living in industrialized and middle-income countries. DNDi’s
framework of action therefore includes not only neglected diseases, but also neglected
patients and populations.'*® To achieve a proper balance between innovation and access,
DNDi focuses on the establishment of R&D platforms, closely linked with private sector
originator and generic producers, so that the required technology and expertise can lead
to the most effective treatment outcomes. In addition, partnerships with the public sector
are a key element of the DNDi strategy and allow for timely introduction of the outcomes
of R&D efforts. Close contact with affected communities in endemic countries is an
important component of the DNDi approach, which seeks to address and prioritize the
health needs of patients.

. R&D gaps continue to widen, however. In recent years, the emergence of Ebola and the

Zika virus have challenged the national health systems of affected countries and have
raised questions about the capacity of the global health infrastructure to tackle major
public health threats. Those threats now include the rapidly growing numbers of NCD
cases in low- and middle-income countries. Public health experts insist that it is vital for
equitable access to health technologies to be made part of the global health agenda and
to be translated into concrete actions at community level. This concern is underscored by
the growing threat of antimicrobial resistance. In its Global Action Plan on Antimicrobial
Resistance, WHO has warned that, “without harmonized and immediate action on a
global scale, the world is heading towards a post-antibiotic era in which common
infections could once again kill.” *** DNDi and WHO have joined hands to found a
partnership among state actors, pharmaceutical companies, civil society and academia,
among others, to address the pipeline gaps for products that are urgently needed to
prevent, diagnose and treat pathogens that are already resistant to current antibiotics.

Many of the initiatives mentioned above are aimed at advancing the access agenda
along separate paths. The world finds itself at a dramatic crossroads. On the one hand,
there is the immense potential of science and technology to advance health care and
realize the right to health; on the other hand, there exist major gaps and weaknesses
that undermine effective actions to address existing and emerging disease burdens in
many countries and communities. The pace of achieving change is not matching the
urgency of the situation. This was one of the reasons for the establishment of the UN
Secretary-General’'s High-Level Panel on access to medicines. Importantly, the Panel
noted the need for increased coherence across the multilateral system and did not
restrict the scope of its recommendations to specific types of disease, populations,
countries or health technologies.

Co-chaired by Ms Ruth Dreifuss, former President of the Swiss Confederation and M.
Festus Mogae, former President of the Republic of Botswana, the High-Level Panel was
an important and timely initiative, especially against the background of the SDGs. The
Panel was convened soon after 193 UN Member States adopted the ambitious 2030
Agenda for Sustainable Development, which recognizes the fundamental
interconnections between health and development. The Panel comprised a diverse
group of 15 distinguished individuals from varied backgrounds, experiences and
continents — though they all have important stakes in the innovation of and access to
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health technologies. This diversity informed the Panel’'s deliberations. The Panel’s Expert
Advisory Group, for example, included recognized experts in various fields, including
representatives from pharmaceutical companies, civil society organizations and
academia, and from key UN entities such as OHCHR, UNCTAD, UNICEF, UNIDO, WHO
and WIPO. The Panel was skilfully chaired by Panel Member Michael Kirby. Its work
benefitted from submissions by diverse stakeholders, contributions from UN and other
intergovernmental bodies, and background papers commissioned by the Secretariat and
UNDP, in close collaboration with UNAIDS. Also important were the Panel’s interactions
with representatives of UN Member States, civil society and patient groups, the private
sector and academia at two global dialogues in London and Johannesburg.

The Panel was tasked with focusing on concrete and actionable solutions. Its report'*
has a simple and powerful message: no-one should suffer because he or she cannot
afford medicines, diagnostics or vaccines. The Panel was unanimous on the need to act
immediately to improve both health technology innovation and access. It has made
significant and concrete recommendations to stakeholders, including UN Member States,
civil society, the private sector and international organizations, to accelerate actions that
address gaps in health technology innovation and access:

a) Governments must urgently increase their current levels of investment in health
technology innovation to meet unmet needs. They should also enter into negotiations
for a binding R&D treaty that “delinks” the costs of innovation from the end prices of
health technologies in order to resolve issues which existing innovation mechanisms
have failed to address adequately;

b) There should be much greater transparency to ensure that the costs of research and
development, production, marketing and distribution, as well as the end prices of
health technologies, are clear to consumers and governments;

c) Governments and the private sector must refrain from explicit or implicit threats,
tactics or strategies that undermine the right of WTO Members to use TRIPS
flexibilities, as reaffirmed in the Doha Declaration on TRIPS and Public Health. WTO
Member States must register complaints against undue political and economic
pressure, and take punitive measures against offending Member States; and

d) The UN Secretary-General should establish an independent review body tasked with
assessing progress on health technology innovation and access and should convene
a High-Level Meeting on Health Technology Innovation and Access.

The Panel’s report generated extensive discussion.'® " '*® There were positive
reactions from the G77 and China (who welcomed the report in their official statements
at the recent UN meeting on antimicrobial resistance), the South Centre and a number of
leading civil society organizations such as Médecins Sans Frontiéres, the Treatment
Action Campaign and Health Gap. There were also negative reactions from some
industrialized country governments and the originator industry, while some civil society
groups felt that the Panel’s recommendations were not ambitious enough.

Nevertheless, considering that the recommendations of the Panel were built upon
existing approaches, many of them described earlier in this paper, the Panel’s report can
be an important catalyst for attaining the 2030 Agenda for Sustainable Development,
including SDG 3 on ensuring health and well-being for all.
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ACCESS EQUITY RIGHTS NOW: GLOBAL INITIATIVES TO SCALE-UP ACCESS TO
HIV-RELATED PRODUCTS

78. At the start of the 21% century, the UN committed to the MDGs, which included MDG 6,

79.

80.

81.

82.

focusing on HIV, malaria and other infectious diseases. Around the same time, a series
of similar commitments mobilized both political will from world leaders and financial
resources to build a coordinated global response to the AIDS epidemic. The 2001
Political Declaration on HIV/AIDS (and the subsequent Political Declarations in 2006,
2011 and 2016) established measurable and realistic global targets for translating
political commitment into concrete actions that would address the impact of the AIDS
epidemic on development and pave the way for progress in various aspects of the AIDS
response, including access to medicines. Since then a series of initiatives, many of them
ground-breaking, have contributed to the progress achieved by the global AIDS
response.

The WHO Prequalification Programme.™® Assuring the quality of health products that
are introduced into the market is vital for achieving effective public health outcomes. Yet
many of the countries affected by the AIDS epidemic are struggling to create or
strengthen those regulatory capacities. The growing number of generic products that are
being brought to the market — which helped reduce the price of ARVs — along with newer
products developed by originator pharmaceutical companies have reinforced the need to
expedite the introduction of these health products into national markets. This would
alleviate the burden of registration processes for national regulatory authorities and
pharmaceutical companies.

National procurement and supply management capacities vary considerably from
country to country and from region to region. Procurement agencies, including those in
the multilateral system, sometimes struggle to introduce the health products they procure
via international tenders and purchases. These agencies require assistance for
assessing a growing range of health products, while many developing countries still
require assistance for strengthening their national regulatory systems for the importation
of medicines. In order to meet those needs, WHO created the Medicines Prequalification
Programme in 2001.

The programme focused initially on products to treat HIV, TB and malaria, before
expanding its scope to include other areas such as reproductive health. The programme
evaluates active pharmaceutical ingredients, final products and manufacturing plants,
using stringent criteria on quality, safety and efficacy, including standards of global
manufacturing practices. The programme has become a key reference for UN agencies
and for countries and other entities involved in bulk procurement of health products. It
has made possible the rapid completion of the regulatory steps that enable countries to
introduce imported quality-assured drugs, including generics. The initiative also helped
optimize the procurement activities that are supported by overarching strategies, such as
those undertaken by the Global Fund and the US President’s Emergency Plan for AIDS
Relief (PEPFAR).

The Global Fund to Fight AIDS, Tuberculosis, and Malaria."* Created in 2002, the
Global Fund is considered an outstanding initiative for mobilizing and managing financial
resources to fund effective public health responses to the three diseases. Initially hosted
and administrated by WHO, the Global Fund became an autonomous entity in 2009. It
operates as an international financial organization, bringing together implementing
government bodies, civil society organizations, the private sector, multilateral and
bilateral agencies, and affected communities. At first, the Global Fund funded proposals
presented by country-driven bodies (such as the Country Coordinating Mechanisms),
which were then assessed by an ad-hoc technical panel (Technical Review Panel).
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Implementation was closed monitored by the Secretariat and by local agents in the field.
Since 2012—-2013, a new operational model has been implemented, seeking a more
integrated and comprehensive approach to national health systems, rather than
exclusively funding country proposals focused on single diseases.

Global Fund-supported grants have contributed to the major increases in the numbers of
people receiving ART. In addition to directly funding local procurement of health products
by implementers, the Global Fund has developed and implemented market strategies
that are helping reduce the prices of commodities globally. Those initiatives include the
voluntary pool procurement mechanism and, most recently, the e-marketplace
(wambo.org), which is an on-line platform to assist countries in identifying the best prices
for health products used in national programmes.

United States President’s Emergency Plan for AIDS Relief (PEPFAR)."”' PEPFAR
was created in 2003 and is considered the largest component of the Global Health
Initiative of the US Government. Its ambitious targets include securing sustainable
access to HIV treatment, and strengthening and consolidating HIV-related programmes
in priority countries. The PEPFAR strategy is based on three core principles: country
ownership, integration of HIV programmes within a broader health and development
context, and building local capacities and increased efficiencies. Working closely with
governments, communities, multilateral organizations, technical partners and the private
sector, PEPFAR had directly supported 5.7 million people on ART by the end of 2015. '*?
Achievement of an adequate balance between rapid scale up of access and quality
assurance of purchased health products has been a constant priority: quantity should not
come at the expense of quality. Collaboration with the WHO Prequalification Programme
has been essential to ensure the availability of safe, effective, quality-assured and
affordable generic ARVs.

The US Food and Drug Administration (FDA) has played a similarly important role by
introducing an expedited “tentative approval” (fast-track) process. This enables ARV
manufacturers to have their products and manufacturing processes promptly assessed
for quality, and to obtain clearance for purchase by countries using PEPFAR grants. The
products used by PEPFAR grantees are therefore subjected to the same quality-
assurance procedures as products that are available in the US market. Moreover, an
agreement between the FDA and the WHO Prequalification Programme allows for
accelerated dossier approval by the Prequalification Programme once the product
receives tentative approval from the FDA. The Global Fund also recognizes the approval
processes of both the FDA and the WHO Prequalification Programme. Given that
PEPFAR and the Global Fund finance large proportions of procured ARVs worldwide,
these arrangements have an important impact on the pharmaceutical market. They
facilitate substantive increases in the number of patients accessing treatment, while
promoting affordable and sustainable prices.

The "3 by 5" initiative."® Launched by UNAIDS and WHO in 2003, this initiative set a
global target to provide ART to three million people living with HIV in low- and middle-
income countries by the end of 2005. It was estimated that 40 million people were living
with HIV in 2003, 95% of them in developing countries, and that 14,000 people were
being newly infected with HIV per day. The benefits of highly-active ART for
reconstituting people’s immune systems and reducing AIDS-related mortality had been
known since 1996. However, the clinical benefits of ART were accessible only to a small
minority of people living with HIV, mostly in high-income countries. The high prices of the
drugs were the primary barrier. In 2003 it was estimated that fewer than 8%
(approximately 400 000) of the 6 million people who were eligible to receive ART in low-
and middle-income countries were receiving ART. Analyses done by UNAIDS, WHO and
research academics had shown it would be possible to enrol at least three million people
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in HIV treatment by 2005. The “3 by 5” initiative focused on mobilizing resources and
political will through sustained advocacy, strengthening the capacity of health systems,
and establishing and adopting simplified HIV treatment guidelines. Even though the
original target of the initiative was only reached in 2007, access to HIV treatment was
transformed dramatically. WHO estimated that more than 1.3 million people in low- and
middle-income countries were receiving ARV therapy at the end of 2005, three times
more than in 2003 when the initiative had been launched. Even more importantly, the
initiative proved that providing treatment in resource-limited settings was feasible. ART
became an integral part of the comprehensive AIDS response in many developing
countries.

Universal access to HIV prevention, treatment and support by 2010. The “3 by 5”
initiative also encouraged national leaders to issue new commitments on expanding
access to HIV treatment. In 2005, the G8 group of nations committed to reach universal
access to HIV prevention, treatment and support by 2010. The UN General Assembly
approved a similar commitment in 2006, and tasked the UNAIDS Secretariat, UNICEF
and WHO with monitoring the progress. By the end of 2010, an estimated 6.7 million
people were receiving ART in low- and middle-income countries, equal to approximately
47% of people who were eligible for treatment.'® A major decline in AIDS-related deaths
was being observed. In addition, new studies were confirming that HIV treatment has a
powerful effect in preventing new HIV infections, thus opening new opportunities for the
use of ARVs for prevention.'®

UNITAID. In 2006, as countries committed to reach the target of universal access by
2010, representatives of the Governments of Brazil, Chile, France, Norway and the UK
launched the International Facility for Medicines Acquisition. Known as UNITAID, the
new entity is hosted by WHO. It works in partnership with implementing agencies to
accelerate the market entry of innovative health products for HIV, TB and malaria.
UNITAID has rapidly become a central source of market analysis, publishing systematic
market landscape reviews for various products and approaches for procuring health
commodities.'®” %8 159 180 By bringing into the market large volumes of strategic products
for paediatric treatment and prevention of mother-to-child transmission of HIV, as well as
second- and third-line treatment regimens for adults, UNITAID plays a critical role in
building markets for niches that are not routinely addressed by other funding initiatives. It
also works with the developers of diagnostic and treatment monitoring platforms, such as
CD4 and viral load tests, in order to increase the availability and affordability of those
products. More recently, and in partnership with UNAIDS, UNITAID has worked to
increase the affordability of products to prevent the sexual transmission of HIV,
particularly pre-exposure prophylaxis.

UNITAID-funded projects have increased the competition offered by generic producers
of newer HIV-related products. The prices of key commodities used in HIV treatment
have been reduced significantly and these lower prices are also available to countries
and procurement agencies that do not directly benefit from UNITAID grants. Since
quality-assurance of medical products plays an important role in scaling up access to
medicines and regulating the pharmaceutical market, UNITAID is also contributing to the
success of activities of the WHO Pre-Qualification Programme.

Medicines Patent Pool. The impact of intellectual property protection on access to
medicines has been a consistent concern of UNITAID Executive Board. UNITAID
prepared the ground for the creation of the Medicines Patent Pool (MPP), an
independent foundation that is responsible for negotiating the licensing of newer ARVs
with patent holders and for establishing licensing agreements with generic manufacturers.
Recently, UNITAID extended the mandate of MPP to work on voluntary licensing
agreements for other major public health threats, such as TB and hepatitis C infection.
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By using a public health approach, the licences negotiated by the MPP promote access
to affordable treatment by stimulating competition from generic manufacturers. It also
allows for the development of generic fixed- dose combinations and paediatric
formulations of patented products.'® 162 163

The MPP seeks to reduce delays between the approval of new ARVs and their
availability as quality-assured generics for use in developing countries. MPP licences are
non-exclusive and pro-competitive, while their broad geographic scope enables
increased numbers of people living with HIV to benefit. MPP licenses, for example, can
include provisions that allow for sales outside the licensing territory under certain
circumstances (including in the case of compulsory licences). Transparency is a key
feature of the MPP approach, and the licenses themselves are available to the public.
The MPP publishes a patent status database that is easily accessed electronically. At
the same time, the initiative’s success depends on its ability to attract originator
companies to deposit their licenses into the pool. '® Some of the newer products
recommended by WHO for use in second- and third-line treatment regimens have not yet
been licensed to the MPP. There is also a growing trend of the granting of patents in
countries that have manufacturing capacity, such as Brazil, China, India and South Africa,
which could create barriers to generic competition regarding patented products. There
are concerns that the geographical scope of licenses negotiated through the MPP does
not always cover settings with hig]h HIV incidence in key populations, especially in
middle-income countries. " 16 16

Treatment 2.0 Framework for Action. Building on the progresses achieved with the “3
by 5” and the “Universal Access by 2010” initiatives, UNAIDS and WHO in 2010
launched an initiative to support countries to achieve and sustain universal access to
ART and to make increased use of ARTs to prevent HIV transmission. The Treatment
2.0 Framework for Action was designed to address the need for innovation and efficiency
gains in HIV programmes, with a focus on increased effectiveness, and expanded
intervention coverage and impact.'® The framework rested on five pillars:

e Optimizing drug regimens;
Simplifying treatment monitoring approaches;
Reducing costs of treatment;
Adapting and integrating health service delivery; and
Mobilizing communities.

Policy guidance and technical support. As part of ongoing efforts to reduce costs,
UNAIDS, UNDP and WHO have developed technical and political guidance for countries
to make use of the TRIPS flexibilities, and to avoid TRIPS-plus provisions in trade
agreements.'® Many of the WHO activities in this area occur against the background of
the trilateral cooperation between WHO, WIPO and WTO on access to innovation."”
UNDP carries out wide-ranging activities that provide governments and civil society
organizations with technical support for the use of TRIPS flexibilities to enhance public
health outcomes. UNDP work with regional and country stakeholders to support capacity
building activities has been key for advancing the inclusion of TRIPS flexibilities in
ongoing patent law reforms. Collaboration with patent offices is another important aspect
of UNDP’s work at country level. The work includes regional capacity building activities,
such as training patent examiners from pharmaceutical, biological and chemistry
divisions of low- and middle-income countries." "

The Global Commission on HIV and the Law. Multiple stakeholder-led initiatives have
been created to promote greater policy coherence. Chaired by former Brazilian President
Fernando Henrique Cardoso, the Global Commission on HIV and the Law was set up to
examine the impact of law on AIDS responses, catalyze action at country level and help
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create legal environments that would protect and promote human rights. The
Commission’s goal was to develop actionable, evidence-based and human rights-based
recommendations for effective AIDS responses, including in the domain of intellectual
property.173 The main findings and recommendations of the Commission were that:

e countries are not sufficiently using TRIPS flexibilities to facilitate treatment
access;

e criteria for the issuing of patents should be more stringen

o “TRIPS-plus” provisions in FTAs have a deleterious impact on access to health,
and developing countries should abstain from accepting them;

e the so-called paragraph 6 system should be reformed and replaced in order to
effectively resolve the access problems that the system was intend to remedy;

e countries should make greater investments in R&D activities and human rights
principles should guide those decisions and prevail over the rights of inventors;
and

¢ there should be a structural review of the current intellectual property system for
the health sector.

74175
t;

The UN Secretary-General must convene a neutral, high-level body to review and assess
proposals and recommend a new intellectual property regime for pharmaceutical products.
Such a regime should be consistent with international human rights law and public health
requirements, while safeguarding the justifiable rights of inventors (...) This re-evaluation,
based on human rights, should take into account and build on efforts underway at WHO,
such as its Global Strategy and Plan of Action on Public Health, Innovation, and Intellectual
Property and the work of its Consultative Expert Working Group.

— Global Commission on HIV and the Law
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UNAIDS-Lancet Commission. The UNAIDS-Lancet Commission was established in
May 2013 to assess progress in responding to the AIDS epidemic, including in the area
of access to ART, and propose scientific and political guidance for ending AIDS as a
public health threat in the post-2015 era. Comprising a diverse group of experts in the
domains of HIV, health and development, as well as AIDS activists and political leaders,
the Commission based its recommendations on modeling exercises that projected the
levels of investment required to meet global commitments to prevent new infections,
sustain treatment programmes, and maintain and enhance political mobilization.
Although the report of the commission'”” did not present specific recommendations
regarding trade and access to medicines, a section on commodity security discussed the
importance of balanced market approaches for sustaining price reductions of essential
HIV-related products, including through generic competition.

Treatment 2015. Partnerships between multilateral agencies and with Governments and
communities constitute the foundation for realizing the global commitments made at
high-level forums. The 2011 Political Declaration on HIV and AIDS set a target of having
15 million people on ART by 2015. UNAIDS, partnering with the Global Fund, PEPFAR
and WHO, launched the Treatment 2015 initiative which aimed to support the
accelerated scale-up of HIV treatment programmes to support achievement of the
treatment targets set in the 2011 Political Declaration.'”®

Informed by evidence of the preventive benefits of ART,"® Treatment 2015 rested on
three pillars: greater demand for HIV testing and treatment; strategic investments in
evidence-based programmes and innovative approaches; and improved service delivery
to people who are not accessing ART, including key populations. Access to commodities
was seen as a key factor for achieving the objectives of the initiative. In that respect, the
initiative re-affirmed the principles established in the Treatment 2.0 Framework. Those
principles included the reduction of treatment costs so that cutting-edge technologies
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could be used widely (including optimized treatment regimens, point-of-care of CD4 and
viral load tests, and other HIV-related commodities). They also included the need to
protect countries’ policy options for making appropriate use of the TRIPS flexibilities and
for taking advantage of products produced under licensing agreements negotiated
through the MPP, so that generic competition could be sustained.

The initiative also highlighted other mechanisms such as strengthened procurement and
supply management capacities, including forecasting; pooled procurement; the use of
competition law; and greater transparency on pricing policies. In addition, the initiative
encouraged countries to seek local and regional pharmaceutical manufacturing
opportunities in order to reduce their dependency on imported products and increase the
long-term sustainability of treatment programmes. That could be done by, for example,
leveraging technology transfers through South-South and North-South collaboration, and
by pursuing the objectives of the African Union’s Pharmaceutical Manufacture Plan for
Africa and adhering to the principles of the African Union Roadmap on Shared
Responsibility and Global Solidarity. The initiative treatment target was reached ahead of
time: by March 2015, an estimated 15 million people were accessing ART."®' By the end
of 2015, UNAIDS estimated that 17 million people were receiving HIV treatment. '®?

Equitable Access Initiative. In 2015, the Global Fund developed a partnership with
UNAIDS, UNDP, UNFPA, UNICEF, UNITAID, the Vaccine Alliance (GAVI), WHO and
the World Bank to develop a health framework based on a set of economic and health
indicators that transcended the classification of countries according to income. The
rationale behind the Equitable Access Initiative was that the broader dimensions of
development should inform policy decisions and strategies for address health and
development issues. According to the current World Bank classification of countries by
income, 70% of the global population resides in middle-income countries, which are also
home to approximately 75% of people classified as poor and which experience a very
large part of the global disease burden.'®® Paradoxically, the great majority of those
countries are not benefiting extensively from assistance provided by international donors,
including the Global Fund. The Equitable Access Initiative proposes that a more
comprehensive classification should also incorporate indicators such as poverty,
inequality and the burden of disease.

100. At first the initiative was perceived by many stakeholders as a narrowly focused

attempt to implement a tiered pricing approach to address the access barriers in middle-
income countries. There were concerns that it would undermine the policy options for
countries to make use of the TRIPS flexibilities.'® '® This was clarified in communication
from the Global Fund Secretariat to its Board,” indicating that the scope of the initiative
was much broader. The initiative has concluded that, when considered alone, the
indicator of gross national income per capita is incapable of capturing the actual health
needs of a country or its capacity to invest in health. It recommends that more complex
variables should be taken into account to inform decisions on health financing in addition
to income. Those variables would include a country’s burden of disease and health
needs in relation to income levels, and the domestic capacity and policies for investing in
health. The findings of the initiative guided the Global Fund Secretariat’s proposal of a
sustainability, transition and co-financing policy, which the Board adopted during its 35"
Session in April 2016.*

iX See http://infojustice.org/wp-content/uploads/2014/05/GF-B31-ER8-Board-Update-Equitable-Access-Initiative-Sent.pdf
* See http://www.theglobalfund.org/Knowledge/Decisions/GF/B35/DP08/
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101. Initiatives led by civil society organizations. Analyses and reports produced by civil
society organizations have had an important impact on the strategic and programming
decisions of stakeholders, including government officials and policy makers.'®

a. With regard to access to HIV-related medicines, the literature covers a
comprehensive range of topics. For example, ARV pricing strategies have been
assessed in Médecins Sans Frontieres’ Untangling the web of antiretroviral price
reductions'’ series which forms part of the organization’s Access Campaign. It has
published 18 editions since 2001, presenting data on the reference prices from both
originator and generic manufacturers of individual products, including fixed-dose
combinations, which are used in HIV treatment regimens. The series also analyses
trends in terms of use (in line with normative guidance provided by WHO) and price
(based on market dynamics).

b. Many publications have highlighted the concerns of civil society organizations about
the impact of intellectual property rights on health commodity prices and access. The
current review consulted articles analysing the potential impact of intellectual
property provisions in free trade agreements on the policy space that countries have
for using the flexibilities of the TRIPS Agreement. The WTO paragraph 6 system has
been a focus of analysis by civil society advocates, especially in relation to its
feasibility and capacity for effectively enhancing access to affordable medicines. The
reform of intellectual property-related legislation in low- and middle-income countries
is also regularly discussed in articles and publications. The amendment of the Indian
Patent Act in 2005 has received considerable attention, given that the majority of
generic pharmaceutical companies are based in that country. WTO negotiations in
2013 and 2015 on the extension of the exemption period for least-developed
countries to grant intellectual property protection for pharmaceuticals has also been a
major topic of interest for civil society organizations.

c. Other articles focused on the specific situation of middle-income countries, including
the higher prices they typically pay for ARV drugs, their comparative lack of external
aid and their need to mobilize domestic funding to purchase and use ARV drugs.'®®

d. Many authors have examined the adoption of the recommendations from the WHO
Consultative Expert Working Group on R&D Financing and Coordination, especially
in relation to de-linking and the Global Treaty on R&D.

e. On the advocacy side, civil society organizations have been working at global and
local levels to encourage governments to accomplish the commitments made at
global level regarding access to medicines. Numerous awareness-building
campaigns have been organized.

f. Some groups, working alone or in partnership with health officials, have sought to
oppose the granting of certain patents by national patent offices. As part of a wider
strategy to track the use of TRIPS flexibilities at country level, including stricter
patenting criteria, patent opposition is an attempt to prevent patents from being
granted for products that fail to comply with the patenting standards as defined in the
TRIPS Agreement. It is argued that the enforcement of such patents overrides public
health interests.
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In the context of the 2030 Agenda for Sustainable Development, accelerating the
impact of the AIDS response will require mobilizing collective leadership from a
broad range of sectors to address links and build political urgency and multisectoral
coalitions for action. (...) The Agenda for Sustainable Development further demands
action to negotiate and deliver global public goods, such as strengthening disease
surveillance and strategic information systems, research and development of health
technologies, measures to enhance access to affordable technologies (including
overcoming restrictive intellectual property rules and other international trade
barriers), civil society activism and promoting health as a political and economic
priority.

— UNAIDS 2016-2021 Strategy'®®

102. UNAIDS has been centrally involved in efforts to address such concerns in a strategic
and programmatic manner. The UNAIDS Fast-Track approach190 forms part of the
organizational strategy to quicken the pace of implementation, focus and change at the
global, regional, country, province, district and city levels. It involves setting ambitious
targets to place the global AIDS response in relation to the Sustainable Development
Agenda and ending AIDS as a public health threat by 2030, by accelerating the delivery
of high-impact HIV prevention and treatment services. Those targets were affirmed in the
2016 Political Declaration on HIV and AIDS. It addresses social and legal barriers and
advances human rights and gender equality. Expanding access to ART, particularly to
newer HIV-related products, is crucial to meet the Fast-Track treatment targets:191 by
2020, 90% of people know their HIV status; of those, 90% access ART; and of those,
90% achieve viral suppression. Aligned with the Fast-Track approach, the Sustainable
Development Agenda and the 2016 Political Declaration, removing trade barriers to
enhance access to medicines is essential to achieve the targets that underpin the 2016—
2021 UNAIDS Strategy, particularly in relation to its vision of “zero AlIDS-related deaths”.
In addition to measures to strengthen health service delivery and promote universal
health coverage, the UNAIDS strategy proposes a set of core actions to address access
barriers:

e Fully leverage the use of TRIPS flexibilities;

e Encourage and promote alternative financing mechanisms for R&D to accelerate the
introduction into markets of newer HIV-related products; and

e Strengthen regional and local capacities to develop, manufacture and deliver quality-
assured medicines.

The work of UNAIDS is essential for continuing to coordinate and catalyze efforts of
governments, communities, the private sector and international organizations to remove
the barriers that prevent people from getting the drugs and medicines they need.
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CONCLUSIONS AND RECOMMENDATIONS

103. Access to quality-assured medicines is a key component of treatment programmes,
along with efficient service delivery. With support from international agencies and donor
initiatives, substantial progress has been made in improving access to medicines for HIV,
TB and malaria. Nevertheless, insufficient availability and affordability of essential
medicines in low- and middle-income countries remain major barriers, including for
people living with HIV. Access to medicines for co-infections, such as TB and hepatitis,
and co-morbidities, such as NCDs, also remains too low, due to high prices and
persistent gaps throughout the multiple phases of the drug supply cycle.

104. The supply chains for medicines are lengthy and complex, and range from the
development, production and acquisition of health products to their use by individuals,
under the framework of rational use of medicines. Unless the structures and processes
at each stage work optimally, access to assured-quality medicines will be compromised.
If the structures and processes are not transparent and institutional checks and balances
are inadequate, the system is vulnerable to failure and wastage of resources. Affordable
access to health technologies requires that governments commit to adequately finance
health care generally and health products in particular. The careful selection of cost-
effective, prioritized health products, and efficient procurement and distribution systems
are also priorities. In addition, strengthening regulatory capacities are vital to assure the
quality of health products. Managing the costs of health technologies is crucial for
achieving equitable and affordable access. Adequate health financing, and, in particular,
adequate financing for essential medicines, are major challenges for countries.

105. Equitable access to innovations in public health remains an important challenge for the
international community. The AIDS response, however, can be a source for inspiration.
Remarkable achievements have been made since the beginning of the AIDS epidemic,
so much so that is now feasible to contemplate the end of AIDS as a public health threat.
The clinical benefits of ART are beyond dispute, with widening access to HIV treatment
resulting in higher quality of life and longer life expectancy. The effectiveness of HIV
treatment for preventing HIV transmission is also well established. Yet, inequities
shadow these achievements. In the case of ARVs, important gaps have to be addressed
with appropriate and focused public health policies. At the moment, the unsatisfactory
scale-up of HIV treatment is leaving groups of people behind. Key populations still lack
adequate access to existing medicines and the availability of child-friendly ARV
formulations is far from ideal. While first-line ARV drugs are widely available and
affordable in most low-income countries, there is an ongoing need to develop fixed-dose
combinations that can strengthen treatment adherence. Second- and third-line regimens
remain expensive, partly due to fewer opportunities for market competition.

106. Treatment involves more than access to medicines. Technologies for treatment
monitoring, such as CD4 and viral load tests, early infant diagnostics, are still in short
supply in many resource-limited settings due to high prices and/or complex processes.
There is also a need for innovating simpler and more effective treatment options and for
averting the emergence of HIV drug resistance. Access to innovation should be a central
concern for the global AIDS response. Actions focused on the intersections between
intellectual property rights, innovation and public health are vitally important for resolving
market failures in medicine development and manufacture, pricing, and unmet needs for
R&D.

107. The 2016-2021 UNAIDS Strategy indicates actions to be taken by the Joint
Programme in order to address the issues raised in this report:



UNAIDS/PCB (39)/16.22
Page 32/40

Working on and advocating for “the continued innovation and refinement of HIV-
related medicines and technologies, and ensuring their availability, quality and
affordability”;

Supporting “countries in adopting and using health-related TRIPS flexibilities and in
defending their ability to challenge provisions in trade agreements that impede
access to affordable medicines and go beyond the international obligations provided
under the TRIPS agreement”;

Joining “the effort to explore new incentive systems for needed research and
development in which research and development costs are delinked from product
prices”;

Supporting “efforts to overcome regulatory barriers that delay market entry of quality-
assured medicines and health technologies, including by strengthening local and
regional regulatory capacities”;

Working “with partners in the Diagnostics Access Initiative to fully leverage the
potential of laboratory medicine to accelerate progress towards the 90-90-90
treatment target, with particular attention to viral load testing, early infant diagnosis
and other health products amenable to greater market influence.”

108. To conclude, this paper makes the following recommendations to guide the global AIDS
response in overcoming the barriers to access to HIV-related health technologies:

a)

b)

d)

e)

UNAIDS should explore the recommendations made by the report of the UN
Secretary-General's High-Level Panel on Access to Medicines, and apply them,
where appropriate, to the global AIDS response to ensure improved policy coherence
across the Joint Programme, in order to support countries to achieve the health-
related Sustainable Development Goals, especially those pertaining to access to
health technologies and innovation;

UNAIDS should collaborate with and support initiatives, across and outside the Joint
Programme, that promote access to medicines and other HIV-related products,
especially those described in this report;

UNAIDS should work closely with UNITAID and the Global Fund to strengthen
market-shaping initiatives in order to ensure sustained availability, affordability and
accessibility of HIV-related products;

UNAIDS should produce reports on the use of intellectual property at country and
regional levels, including the use of health-related flexibilities within the TRIPS
Agreement, and produce technical papers based on empirical research and analysis
of available data, including prices, and published reports, in partnership with relevant
stakeholders; and

UNAIDS should coordinate with concerned stakeholders, including civil society, the
provision of technical support to countries to create a favourable legislative
environment and to implement programmatic actions to remove trade barriers to
access to HIV-related products.

[End of document]



UNAIDS/PCB (39)/16.22
Page 33/40

' Benkimoun, P. Francois Hollande plaide pour la sécurité sanitaire internationale et des traitements moins
onéreux. Le Monde (Santé). Paris, 23 March 2016 (http://www.lemonde.fr/sante/article/2016/03/23/francois-
hollande-plaide-pour-la-securite-sanitaire-internationale-et-des-traitements-moins-

onereux 4888910 1651302.html).

% United Nations General Assembly Special Session on HIV/AIDS. Declaration of Commitment on HIV/AIDS:
Global Crisis, Global Action. New York: United Nations General Assembly; June 2001
(http://data.unaids.org/Publications/IRC-pub03/AlDSDeclaration en.pdf).

% 60/262 Political Declaration on HIV/AIDS. New York: United Nations General Assembly; June 2006
(http://data.unaids.org/pub/Report/2006/20060615 HLM PoliticalDeclaration ARES60262 en.pdf).

* 65/277 Political Declaration on HIV and AIDS: Intensifying our Efforts to Eliminate HIV and AIDS. New York:
United Nations General Assembly; July 2011

(http://www.unaids.org/sites/default/files/sub landing/files/20110610 UN A-RES-65-277 en.pdf).

® AI70/L.52 Political Declaration on HIV and AIDS: On the Fast-Track to Accelerate the Fight against HIV and to
End the AIDS Epidemic by 2030. New York: United Nations General Assembly; June 2016
(http://www.unaids.org/sites/default/files/media asset/2016-political-declaration-HIV-AIDS en.pdf).

® 66/2. Political Declaration of the High-level Meeting of the General Assembly on the Prevention and Control of
Non-communicable Diseases. New York: United Nations General Assembly; September 2011
(http://www.who.int/nmh/events/un _ncd summit2011/political declaration en.pdf).

" Draft Political Declaration of the High Level Meeting of the General Assembly on Antimicrobial Resistance. New
York: United Nations General Assembly; September 2016 (http://www.un.org/pga/71/wp-
content/uploads/sites/40/2016/09/DGACM GAEAD ESCAB-AMR-Draft-Political-Declaration-1616108E.pdf).

® Obama B. United States Health Care Reform: Progress to date and next steps. JAMA. 2016;316(5):525-532.
*WTO Agreement on Trade-Related Aspects of Intellectual Property Rights. WTO: Marrakesh,1994
(https://lwww.wto.org/english/docs e/legal e/27-trips.pdf).

"% 4™ Ministerial Conference. Declaration on the TRIPS Agreement and Public Health. WTO: Doha, 2001
(https://lwww.wto.org/english/thewto e/minist e/min01 e/mindecl trips e.pdf).

" 4™ Ministerial Conference. Declaration on the TRIPS Agreement and Public Health. WTO: Doha, 2001
(https://lwww.wto.org/english/thewto e/minist e/min01 e/mindecl trips e.pdf).

2 Universal Declaration of Human Rights. UN General Assembly: Paris; 1948 (http://www.un.org/en/universal-
declaration-human-rights/index.html).

™ AJHRC/11/12 Report of the Special Rapporteur on the right of everyone to the enjoyment of the highest
attainable standard of physical and mental health. Geneva: UN Human Rights Council; 2009.
(http://www.ohchr.org/EN/Issues/Health/Pages/AnnualReports.aspx).

" AJHRC/17/43 Report of the Special Rapporteur on the right of everyone to the enjoyment of the highest
attainable standard of physical and mental health — Expert consultation on access to medicines as a fundamental
component of the right to health. Geneva: United Nations Human Rights Council; March 2011
(http://www.ohchr.org/EN/Issues/Health/Pages/AnnualReports.aspx).

> AJHRC/23/42 Report of the Special Rapporteur on the right of everyone to the enjoyment of the highest
attainable standard of physical and mental health on access to medicines. Geneva: United Nations Human
Rights Council; May 2013 (http://www.ohchr.org/Documents/HRBodies/HRCouncil/RegularSession/Session23/A-
HRC-23-42 en.pdf).

® A/HRC/15/L.28 Right of everyone to the enjoyment of the highest attainable standard of physical and mental
health. Geneva: United Nations Human Rights Council; September 2010

(http://ap.ohchr.org/documents/dpage e.aspx?si=A/HRC/15/L.28).

" AIHRC/15/L.28 Right of everyone to the enjoyment of the highest attainable standard of physical and mental
health. Geneva: United Nations Human Rights Council; September 2010

(http://ap.ohchr.org/documents/dpage e.aspx?si=A/HRC/15/L.28).

'® AJHRC/17/L.16 The right of everyone to the enjoyment of the highest attainable standard of physical and
mental health. Geneva: United Nations Human Rights Council, June, 2011
(http://ap.ohchr.org/documents/dpage e.aspx?si=A/HRC/17/L.16).

¥ AJHRC/12/L.24 Protection of human rights in the context of Human Immunodeficiency Virus (HIV) and
Acquired Immunodeficiency Syndrome (AIDS). Geneva: United Nations Human Rights Council, September 2009
(http://ap.ohchr.org/documents/dpage e.aspx?si=A/HRC/12/L.24).

0 A/[HRC/RES/16/28 The protection of human rights in the context of Human Immunodeficiency Virus (HIV) and
Acquired Immunodeficiency Syndrome (AIDS). Geneva: United Nations Human Rights Council; April 2011
(http://www.refworld.org/type,RESOLUTION,,,4dbff5fc2,0.html).

T A/HRC/19/37 The protection of human rights in the context of human immunodeficiency virus (HIV) and
acquired immune deficiency syndrome (AIDS) — Report of the United Nations High Commissioner for Human
Rights. Geneva: United Nations Human Rights Council; December 2011
(http://www.ohchr.org/Documents/HRBodies/HRCouncil/ReqularSession/Session19/A-HRC-19-37 en.pdf).




UNAIDS/PCB (39)/16.22
Page 34/40

2 AJHRC/32/L.23. Access to medicines in the context of the right of everyone to the enjoyment of the highest
attainable standard of physical and mental health. Geneva: United Nations Human Rights Council; July 2016
(http://www.un.org/ga/search/view doc.asp?symbol=A/HRC/32/L.23/Rev.1).

“ UNAIDS Programme Coordinating Board. (35)/14.19 Report by the NGO Representative: When “Rights”
Cause Wrongs — Addressing Intellectual Property Barriers to Ensure Access to Treatment for All People Living
With HIV. Geneva: UNAIDS; December 2014
(http://www.unaids.org/en/resources/documents/2014/20141114 NGOreport 35PCB.pdf).

** UNAIDS Programme Coordinating Board. 35 PCB Decisions. Geneva: UNAIDS; December 2014.
(http://www.unaids.org/en/resources/documents/2014/35PCB Decisions en).

*® United Nations General Assembly Special Session on HIV/AIDS. Declaration of Commitment on HIV/AIDS:
Global Crisis, Global Action. New York: United Nations General Assembly; June 2001
(http://data.unaids.org/Publications/IRC-pub03/AlIDSDeclaration en.pdf).

%8 60/262 Political Declaration on HIV/AIDS. New York: United Nations General Assembly; June 2006
(http://data.unaids.org/pub/Report/2006/20060615 HLM PoliticalDeclaration ARES60262 en.pdf).

7 65/277 Political Declaration on HIV and AIDS: Intensifying our Efforts to Eliminate HIV and AIDS. New York:
United Nations General Assembly; July 2011.

(http://www.unaids.org/sites/default/files/sub landing/files/20110610 UN A-RES-65-277 en.pdf).

8 A/70/L.52 Political Declaration on HIV and AIDS: On the Fast-Track to Accelerate the Fight against HIV and to
End the AIDS Epidemic by 2030. New York: United Nations General Assembly; June 2016
(http://www.unaids.org/sites/default/files/media asset/2016-political-declaration-HIV-AIDS en.pdf).

9 4™ Ministerial Conference. Declaration on the TRIPS Agreement and Public Health. WTO: Doha, 2001
(https://lwww.wto.org/english/thewto e/minist e/min01 e/mindecl trips e.pdf).

% United Nations General Assembly Special Session on HIV/AIDS. Declaration of Commitment on HIV/AIDS:
Global Crisis, Global Action. New York: United Nations General Assembly; June 2001
(http://data.unaids.org/Publications/IRC-pub03/AlDSDeclaration en.pdf).

*T United Nations General Assembly Special Session on HIV/AIDS. Declaration of Commitment on HIV/AIDS:
Global Crisis, Global Action. New York: United Nations General Assembly; June 2001
(http://data.unaids.org/Publications/IRC-pub03/AlIDSDeclaration en.pdf).

%% United Nations General Assembly Special Session on HIV/AIDS. Declaration of Commitment on HIV/AIDS:
Global Crisis, Global Action. New York: United Nations General Assembly; June 2001
(http://data.unaids.org/Publications/IRC-pub03/AlIDSDeclaration en.pdf).

3360/262 Political Declaration on HIV/AIDS. New York: United Nations General Assembly; June 2006
(http://data.unaids.org/pub/Report/2006/20060615 HLM PoliticalDeclaration ARES60262 en.pdf).

%% 65/277 Political Declaration on HIV and AIDS: Intensifying our Efforts to Eliminate HIV and AIDS. New York:
United Nations General Assembly; July 2011.

(http://www.unaids.org/sites/default/files/sub landing/files/20110610 UN A-RES-65-277 en.pdf).

%5 4™ Ministerial Conference. Declaration on the TRIPS Agreement and Public Health. WTO: Doha, 2001
(https://lwww.wto.org/english/thewto e/minist e/min01 e/mindecl trips e.pdf).

% 65/277 Political Declaration on HIV and AIDS: Intensifying our Efforts to Eliminate HIV and AIDS. New York:
United Nations General Assembly; July 2011.

(http://www.unaids.org/sites/default/files/sub landing/files/20110610 UN A-RES-65-277 en.pdf).

" A/70/L.52 Political Declaration on HIV and AIDS: On the Fast-Track to Accelerate the Fight against HIV and to
End the AIDS Epidemic by 2030. New York: United Nations General Assembly; June 2016
(http://www.unaids.org/sites/default/files/media asset/2016-political-declaration-HIV-AIDS en.pdf).

*® The All-Party Parliamentary Group on AIDS. The treatment timebomb: report of the enquiry of the All-Party
Parliamentary Group on AIDS into long-term access to HIV medicines in the developing world. London; July 2009
(http://www.ip-watch.org/weblog/wp-content/uploads/2009/07/appg-policy-report.pdf).

¥ The All-Party Parliamentary Group on AIDS. The treatment timebomb: report of the enquiry of the All-Party
Parliamentary Group on AIDS into long-term access to HIV medicines in the developing world. London; July 2009
(http://www.ip-watch.org/weblog/wp-content/uploads/2009/07/appg-policy-report.pdf).

% Morris K. Urgent action needed to defuse HIV treatment timebomb. The Lancet Infectious Diseases.
2009;9(10):593.

' The All-Party Parliamentary Group on AIDS. Access denied: report of the enquiry of the All-Party
Parliamentary Group on HIV and AIDS into access to medicines in the developing world. London; December,
2014 (http://www.appghivaids.org.uk/sites/default/files/pdf/2014/access-denied14.pdf).

*2The All-Party Parliamentary Group on AIDS. Access denied: report of the enquiry of the All-Party
Parliamentary Group on HIV and AIDS into access to medicines in the developing world. London; December,
2014 (http://www.appghivaids.org.uk/sites/default/files/pdf/2014/access-denied14.pdf).

* The All-Party Parliamentary Group on AIDS. Access denied: report of the enquiry of the All-Party
Parliamentary Group on HIV and AIDS into access to medicines in the developing world. London; December,
2014 (http://www.appghivaids.org.uk/sites/default/files/pdf/2014/access-denied14.pdf).

4“ Everybody’s business — strengthening health systems to improve health outcomes: WHO’s Framework for
Action. Geneva: WHO;. 2007 (http://www.who.int/healthsystems/strategy/everybodys business.pdf).




UNAIDS/PCB (39)/16.22
Page 35/40

48 WHO, WIPO, WTO. Promoting access to medical technologies and innovation: Intersections between public
health, intellectual property and trade. Geneva: WHO; 2013

(http://www.who.int/phi/promoting access medical innovation/en/).

“® 4™ Ministerial Conference. Declaration on the TRIPS Agreement and Public Health. WTO: Doha, 2001
(https://www.wto.org/english/thewto e/minist e/min01 e/mindecl trips e.pdf).

" For further information on the WIPO Development Agenda, see: http://www.wipo.int/ip-
development/en/agenda/wo ga/wo ga 34 summary.html and http://www.wipo.int/export/sites/www/ip-
development/en/agenda/recommendations.pdf.

* Global strategy and plan of action on public health, innovation and intellectual property. Geneva: WHO; 2011
(http://www.who.int/phi/publications/Global Strategy Plan Action.pdf).

+ WHO, WIPO, WTO. Promoting access to medical technologies and innovation: Intersections between public
health, intellectual property and trade. Geneva: WHO; 2013

(http://www.who.int/phi/promoting access medical innovation/en/).

*Y Global Strategy and Plan of Action on Public Health, Innovation and Intellectual Property. Geneva: WHO; 2011
g\ttp://www.who.int/phi/pubIications/GIobaI_Strategy_PIan_Action.pdf).

Commission on Intellectual Property Rights, Innovation and Public Health. Public health, innovation and
intellectual property rights: report of the Commission on Intellectual Property Rights, Innovation and Public Health.
Geneva: WHO; 2006
(http://www.who.int/intellectualproperty/documents/thereport/ENPublicHealthReport.pdf?ua=1).

%2 Global Strategy and Plan of Action on Public Health, Innovation and Intellectual Property. Geneva: WHO; 2011
ghttp://www.who.int/phi/pubIications/GIobaI_Strategy_PIan_Action.pdf).

3 4" Ministerial Conference. Declaration on the TRIPS Agreement and Public Health. WTO: Doha, 2001
(https://www.wto.org/english/thewto e/minist e/min01 e/mindecl trips e.pdf).

5% Commission on Intellectual Property Rights, Innovation and Public Health. Public health, innovation and
intellectual property rights: report of the Commission on Intellectual Property Rights, Innovation and Public Health.
Geneva: WHO; 2006 (http://www.who.int/intellectualproperty/documents/thereport/ENPublicHealthReport.pdf).

%5 United Nations Conference on Trade and Development. The TRIPS Agreement and developing countries.
Geneva: UNCTAD; 1996 (http://unctad.org/en/Docsl/ite1 en.pdf).

% Velasquez G, Boulet P. Globalization and access to drugs: Implications of the WTO/TRIPS Agreement. Health
Economics and Drugs EDM Series n° 7. Geneva: WHO, 1999
(http://apps.who.int/medicinedocs/pdf/whozip35e/whozip35e.pdf).

o7 Drager N. Making trade work for the public health. British Medical Journal Volume. 1999;319:1214
(http://www.who.int/trade/en/Drager Making Trade Work for the Public Health 1999.pdf?ua=1).

% WHO Western Pacific Regional Office (WHO/WPRO). Pharmaceuticals in the trade-related aspects of the
intellectual property rights (TRIPS) agreement of the World Trade Organization - a briefing on TRIPS. Manila:
WHO/WPRO; 2000 (http://apps.who.int/medicinedocs/en/d/Jh2959¢/).

% Correa C. Integrating public health concerns into patent legislation in developing countries. Geneva: South
Centre; 2000 (http://apps.who.int/medicinedocs/pdf/h2963e/h2963e.pdf).

g0 Globalization, TRIPS and access to pharmaceuticals. WHO Policy Perspectives on Medicines, n° 3. Geneva:
WHO; 2001 (http://www.searo.who.int/entity/intellectual property/globalization-trips-and-access-to-
pharmaceuticals-perspectives-on-medicines-No3-who-2001.pdf?ua=1).

*TWHO, WTO. WTO agreements and public health: a joint study by the WHO and the WTO Secretariat. Geneva:
WTO; 2002 (https://www.wto.org/english/res_e/booksp_e/who_wto_e.pdf).

%2 Correa C. Implications of the Doha Declaration on the TRIPS Agreement and Public Health. Health Economics
and Drugs, EDM Series n°12. Geneva: WHO, 2002 (http://apps.who.int/medicinedocs/pdf/s2301e/s2301e.pdf).
% pan American Health Organization. Trade in health services: global, regional and country perspectives.
Washington: PAHO: 2002 (http://www.who.int/trade/resource/THS/en/).

% Fink C. Implementing the Doha mandate on TRIPS and public health, Trade Note n° 5. Washington DC: World
Bank; 2003 (http://siteresources.worldbank.org/INTRANETTRADE/Resources/TradeNote5.pdf).

% Boulet P, Hanvoravongchai P. Intellectual property rights, innovation, human rights and access to drugs: an
annotated bibliography. Health Economics and Drugs, EDM Series n° 14. Geneva: WHO; 2003
(http://apps.who.int/medicinedocs/pdf/s4910e/s4910e.pdf).

% WHO Regional Office for South-East Asia. International trade and health: a reference guide. New Delhi:
WHO/SEARO: 2009 (http://www.searo.who.int/entity/intellectual property/international-trade-and-health-a-ref-
quide-who-sear-2009.pdf?ua=1).

"'t Hoen E: The global politics of pharmaceutical monopoly power: drug patents, access, innovation, and the
a8pplication of the WTO Doha Declaration on TRIPS and Public Health. Diemen. Hague; AMB Press; 2009

% Intellectual property in the World Trade Organization: turning it into developing countries’ real property.
Geneva; UNCTAD; 2010 (http://unctad.org/en/Docs/ditctncd20068 en.pdf).

&9 Tempest B. The structural changes in the global pharmaceutical marketplace and their possible implications for
intellectual property. Policy Brief n°® 10. Geneva: UNCTAD & ICTSD; 2011

(http://unctad.org/en/Docs/iprs in2011d1 en.pdf).




UNAIDS/PCB (39)/16.22
Page 36/40

" Correa C, Matthews D. The Doha Declaration: ten years on and its impact on access to medicines and the
right to health. Discussion paper. New York: NDP; 2011
(http://www.undp.org/content/dam/undp/library/hivaids/Discussion Paper Doha Declaration Public Health.pdf).
S0, A, Sachs R. Making intellectual property work for global health. Harvard International Law Journal Online.
2012;53:106-143 (http://www.harvardilj.org/wp-content/uploads/2012/02/HILJ-Online 53 SoSachs.pdf).

2 The International Intellectual Property Institute and WIPO. Patent protection and access to HIV/AIDS
pharmaceuticals in sub-Saharan Africa. Washington, DC: The International Intellectual Property Institute; 2000
(http://www.wipo.int/export/sites/www/about-ip/en/studies/pdf/iipi hiv.pdf).

3t Hoen E. TRIPS, pharmaceutical patents and access to essential medicines: Seattle, Doha and Beyond. In:
Moatti J-P et al. (ed.) Economics of AIDS and access to HIV/AIDS care in developing countries: issues and
challenges. Paris: ANRS; 2003 (http://www.anrs.fr/Ressources-et-publications/Publications/Publications-
ANRS/Economics-of-AlDS-and-Access-to-HIV-AIDS-Care-in-Developing-Countries.-Issues-and-Challenges).

" Osewe P, Nkrumah Y, Sackey E. Improving access to HIV/AIDS medicines in Africa: trade-related aspects of
intellectual property rights flexibilities. Washington, DC: World Bank: 2008
(http://apps.who.int/medicinedocs/documents/s17514en/s17514en.pdf?ua=1).

> Doha+10 TRIPS flexibilities and access to antiretroviral therapy: lessons from the past, opportunities for the
future. Technical brief). Geneva: UNAIDS; 2011
(http://files.unaids.org/en/media/unaids/contentassets/documents/unaidspublication/2011/JC2260 DOHA+10TRI
PS en.pdf).

UNAIDS, UNDP, WHO. Using TRIPS flexibilities to improve access to HIV treatment. Policy brief. Geneva:
UNAIDS; 2011
(http://www.unaids.org/en/media/unaids/contentassets/documents/unaidspublication/2011/JC2049 PolicyBrief T
RIPS en.pdf). . .

‘t Hoen, E et al. Driving a decade of change: HIV/AIDS, patents and access to medicines for all. Journal of
International AIDS Society. 2011;14:15.

"8 ¢ Hoen E, Passarelli C. The role of intellectual property rights in treatment access: challenges and solutions.
Current Opinion in HIV & AIDS. 2013;8(1):70-74.

" Research and development to meet health needs in developing countries: strengthening global financing and
coordination: report of the consultative expert working group on research and development: financing and
coordination. Geneva: WHO; 2012 (http://www.who.int/phi/CEWG Report 5 April 2012.pdf?ua=1).

8 Abbott F. The Doha Declaration on the TRIPS Agreement and Public Health and the contradictory trend in
bilateral and regional free trade agreements. Geneva: Quaker United Nations Office; 2003
(http://www.quno.org/resource/2003/9/doha-declaration-trips-agreement-and-public-health-and-contradictory-
trend-bilateral).

Access to medicines at risk across the globe: what to watch out for in free trade agreements. Geneva:
Médecins Sans Frontiéres; 2004 (http://www.msfaccess.org/content/access-medicines-risk-across-globe-what-
watch-out-free-trade-agreements-united-states).
¥ Fink C, Reichenmiller P. Tightening TRIPS: the intellectual property provisions of recent US free trade
agreements. Trade Note n° 20. Washington, DC: World Bank; 2005
(http://siteresources.worldbank.org/INTRANETTRADE/Resources/Pubs/TradeNote20.pdf).

% WHO South-Eastern Asia Regional Office, WHO Western Pacific Regional Office Data exclusivity and other
TRIPS-Plus measures. Briefing Note: Access to Medicines. New Delhi: SEARO; March, 2006
(http://www.searo.who.int/entity/intellectual property/data-exclusively-and-others-measures-briefing-note-on-
access-to-medicines-who-2006.pdf?ua=1).

% Shaffer ER, Brenner JE. A trade agreement’s impact on ccess to generic drugs. Health Aff (Millwood).
2009;28(5):w957-68.

% E| Said M. Public health-related TRIPS-plus provisions in bilateral trade agreements: a policy guide. Cairo:
WHO/EMRO & ICTSD; 2010
(http://apps.who.int/bookorders/anglais/detart1.jsp?codlan=1&codcol=46&codcch=56#).

% Rius J, Médecins Sans Frontiéres. Do no harm: how a US-led free trade agreement threatens the prospects for
an AIDS-free generation. PLOS Medical Journals’ Blog; August, 2012
(http://blogs.plos.org/speakingofmedicine/2012/08/07/do-no-harm-how-a-us-led-free-trade-agreement-threatens-
the-prospects-for-an-aids-free-generation/).

57 UNDP, UNAIDS. The potential impact of free trade agreements on public health. Issues Brief. Geneva:
UNAIDS; 2012

(http://files.unaids.org/en/media/unaids/contentassets/documents/unaidspublication/2012/JC2349 Issue Brief Fr
ee-Trade-Agreements en.pdf).

% UNITAID, WHO. The Trans-Pacific Partnership Agreement: implications for access to medicines and public
health. Geneva: UNITAID; 2014 (http://www.unitaid.eu/images/marketdynamics/publications/TPPA-

Report Final.pdf).

30" UNAIDS PCB meeting: Decisions, recommendations and conclusions; agenda item 2, decision point
6.1.vii. Geneva: UNAIDS; June, 2012
(http://files.unaids.org/en/media/unaids/contentassets/documents/pcb/2012/PCB-30 decisions en.pdf).




UNAIDS/PCB (39)/16.22
Page 37/40

% Glassman A. New data, same history: disease still concentrate in middle-income countries. Global Health
Policy Blog. Washington, DC: Center for Global Development; 9 September 2013
(http://www.cgdev.org/blog/new-data-same-story-disease-still-concentrated-middle-income-countries).

T Increasing access to HIV treatment in middle-income countries: key data on prices, regulatory status, tariffs
and the intellectual property situation. Geneva: WHO; 2014

(http://www.who.int/phi/publications/hiv_increase access/en/).

92 Zaidi S. et al. Access challenges for HIV treatment among people living with HIV and key populations in

middle-income countries. Amsterdam: Global Network of People Living with HIV; 2013
(http://www.aidsdatahub.org/sites/default/files/publication/access challenges for hiv treatment among plhiv a
nd kaps in mics policy brief 2013.pdf).

% The Global Commission on HIV and the Law. Risks, right and health: report of the Global Commission on HIV
and the Law. New York: UNDP; 2012 (http://www.hivlawcommission.org/resources/report/FinalReport-

Risks,Rights&Health-EN.pdf).

% United Nations Secretary-General’s High-Level Panel on Access to Medicines report: promoting innovation and
access to health technologies. New York: United Nations; September, 2016

(http://www.unsgaccessmeds.org/final-report/).

% Commission on Intellectual Property Rights. Integrating intellectual property rights and development policy.

London: DfID; 2002 (http://www.iprcommission.org/papers/pdfs/final report/CIPRfullfinal.pdf).

% Commission on Intellectual Property Rights. Integrating intellectual property rights and development policy.

London: DfID; 2002 (http://www.iprcommission.org/papers/pdfs/final report/CIPRfullfinal.pdf).

% Consultative Expert Working Group. Research and development to meet health needs in developing countries:
strengthening global financing and coordination: report of the consultative expert working group on research and
development Geneva: WHO; 2012 (http://www.who.int/phi/fCEWG_Report_5_April_2012.pdf).

® Consultative Expert Working Group. Research and development to meet health needs in developing countries:
strengthening global financing and coordination: report of the consultative expert working group on research and
development. Geneva: WHO; 2012 (http://www.who.int/phi/f CEWG_Report_5_April_2012.pdf).
% 4™ Ministerial Conference. Declaration on the TRIPS Agreement and Public Health. WTO: Doha, 2001

(https://lwww.wto.org/english/thewto e/minist e/min01 e/mindecl! trips e.pdf).

100 Reports of the General Council on the Annual Review of the Decision on the Implementation of Paragraph 6
of the Doha Declaration on the TRIPS Agreement and Public Health. Geneva: WTO; 2004-2015
(https://docs.wto.org/dol2fe/Pages/FE Search/FE S S006.aspx?Query=(@Symbol=%20ip/c/*)%20and%20(@Ti
tle=%20annual%20review%200f%20the%20decision%200n%20the%20implementation%200f%20paragraph%2
06)&Language=ENGLISH&Context=FomerScriptedSearch&languageUIChanged=true#).
0T International Chamber of Commerce. Further views on cross-border compulsory licensing. Document n°
450/956 Rev. Paris: ICC; November 2002 (https://www.wto.org/english/forums e/ngo elicc paper aug03 e.pdf).
92 \WTO’s decision on implementation of paragraph 6 of the Doha Declaration on the TRIPS Agreement and
Public Health: a WHO guide on how to use it. Essential Drugs in Brief n® 13. Geneva: WHO; June 2004
(http://apps.who.int/medicinedocs/pdf/s6167e/s6167e.pdf).

Correa C. Implementation of the WTO General Council decision on paragraph 6 of the Doha Declaration on
the TRIPS Agreement and Public Health. Health Economics and Drugs EDM Series n® 12. Geneva: WHO; 2004
(http://apps.who.int/medicinedocs/pdf/s6159e/s6159e.pdf).

102 Kampf R. Special compulsory licences for export of medicines: key features of the WTO members’
implementing legislation. Staff Working Paper ERSD-2015-07. Geneva: WTO; July 2015
(https://webcache.googleusercontent.com/search?q=cache:AkfxXkY0 XYJ:https://www.wto.org/english/res e/res
er elersd201507 e.pdf+&cd=1&hl=en&ct=cInk&gl=ch).

195 Cohen-Kohler JC, Esmail LC, Cosio AP. Canada's implementation of the paragraph 6 decision: is it
sustalnable public policy? Global Health. 2007;3:12.

% Weber A et al. A one-time- -only combination: emergency medicine exports and the TRIPS Agreement under
Canada s access to medicines regime. Health Hum Rights. 2010;12(1):109-122.

197 America-Simms L, Elliott R. Senate stalling derails bill to fix Canada’s law on affordable generic medicines for
developlng countries. HIV AIDS Policy Law Rev. 2011;15:24-26.

® Esmail LC, Cohen-Kohler JC. The politics behind the implementation of the WTO paragraph 6 decision in
Canada to increase global drug access. Global Health. 2012;8:7
1% Correa C. Implementation of the WTO General Council decision on paragraph 6 of the Doha Declaration on
the TRIPS Agreement and Public Health. Health Economics and Drugs EDM Series n°® 12. Geneva: WHO; 2004
(http://apps.who.int/medicinedocs/pdf/s6159e/s6159e.pdf).

10 Kampf R. Special compulsory licences for export of medicines: key features of the WTO members’
implementing legislation. Staff Working Paper ERSD-2015-07. Geneva: WTO; July 2015
(https://webcache.googleusercontent.com/search?q=cache:AkfxXkY0 XYJ:https://www.wto.org/english/res e/res
er elersd201507 e.pdf+&cd=1&hl=en&ct=cInk&gl=ch).

" Moon S. Does TRIPS Art. 62.2 encourage technology transfer to LDCs? An analysis of country submissions
to the TRIPS Council (1999-2007). Geneva: UNCTAD, ICTSD: 2008
(http://unctad.org/en/Docs/iprs pb20092 en.pdf).




UNAIDS/PCB (39)/16.22
Page 38/40

"z Implementation of TRIPS and access to medicines for HIV after January 2016. Technical brief. Geneva:

UNAIDS; 2011
(http://www.unaids.org/en/media/unaids/contentassets/documents/unaidspublication/2011/JC2258 techbrief TRI
PS-access-medicines-LDC en.pdf).

¥ UNAIDS, UNDP. TRIPS transition period extensions for least-developed countries. Issue Brief. Geneva:
UNAIDS; 2013
(http://www.unaids.org/en/media/unaids/contentassets/documents/unaidspublication/2013/JC2474 TRIPS-
transition-period-extensions en.pdf).

T UNAIDS, UNDP. UNAIDS and UNDP back proposal to allow least-developed countries to maintain and scale
up access to essential medicines. Media release. Geneva : UNAIDS; 23 February 2013.
(http://www.unaids.org/en/resources/presscentre/pressreleaseandstatementarchive/2013/february/20130226prtri
pSs).
"% Baker B. LDC members’ entitlement to and need for a further extension of their pharmaceutical transition
period. Washington DC. American University, Washington College of Law; February 2015
gmtp://infojustice.org/archives/33969).

UNAIDS, UNDP. UNAIDS and UNDP back back efforts by least-developed countries to secure sustainable
access to treatment. Media release. Geneva: UNAIDS; 21 May 2015
(http://www.unaids.org/en/resources/presscentre/pressreleaseandstatementarchive/2015/may/20150521 PS W
TO LDCQC).

Communities Delegation of the Board of Global Fund to Fight AIDS, Tuberculosis and Malaria. Support for
extension of transitional periods and waivers of least-developed countries on TRIPS Agreement. Geneva; 5 May
2015 (http://lacfondomundial.org/noti/support-for-extension-of-transitional-period-and-waivers-of-least-developed-
countries-on-trips-agreement/).

e Knowledge Ecology International. WTO TRIPS Council (June 2015): LDC group presentation on the extension
of the decision for pharmaceutical products. 10 June 2015 (http://www.keionline.org/node/2245).

"% Correa C. Protection of data submitted for the registration of pharmaceuticals: implementing the standards of
the TRIPS Agreement. Geneva: South Centre, WHO; 2002
(http://apps.who.int/medicinedocs/pdf/h3009ae/h3009ae.pdf).

2 UNCTAD, ICTSD. Resource book on TRIPS and development: an authoritative and practical guide to the
TRIPS Agreement. Cambridge: Cambridge University Press; 2005
(http://www.ictsd.org/sites/default/files/research/2008/06/rb 217-226 patents update.pdf).

2T Love J. Remuneration guidelines for non-voluntary use of a patent on medical technologies. Health
Economics and Drugs EDM Series n° 11. Geneva: WHO & UNDP; 2005
(http://apps.who.int/medicinedocs/index/assoc/s14100e/s14100e.pdf?ua=1).

"2 Garrison C. Exceptions to patent rights in developing countries. Geneva: ICSTD & UNCTAD: 2006
(http://www.iprsonline.org/resources/docs/Garrison%20-%20Patent%20Exceptions%20DC%20-
%20Blue%2017.pdf).

123 Correa C. Guidelines for the examination of pharmaceutical patents: developing a public health perspective.
Geneva: ICTSD, UNCTAD, WHO: 2006

(http://www.iprsonline.org/resources/docs/Correa Patentability%20Guidelines.pdf).

"2 Correa C. Guide for the application and granting of compulsory licenses and authorization of government use
of pharmaceutical patents. Geneva: WHO; 2009

(http://apps.who.int/iris/bitstream/10665/70096/1/WHO PHI 2009.1 eng.pdf).

2> WHO/SEARO; WHO/WPRO. How to conduct patent searches for medicines: a step-by-step guide. New Delhi:
WHO/SEARO & WHO/WPRO; 2010
(http://www.wpro.who.int/publications/docs/Howtoconductpatentsearchesonmedicines.pdf).

% Misati E, Adachi K. The research and experimentation exceptions in patent law: jurisdictional variations and
the WIPO development agenda. Policy Brief n° 7. Geneva: UNCTAD and ICTSD; 2010
(http://unctad.org/en/Docs/iprs in20102 en.pdf).

127 WHO, WIPO, WTO. Access to medicines: pricing and procurement practices. Symposium. Geneva: WTO;July,
2010 (https://www.wto.org/english/tratop e/trips e/techsymp july10 e/trip 16july10 summary e.pdf).

128 WHO, WIPO, WTO. Access to medicines, patent information and freedom to operate. Symposium. Geneva:
WIPO; February 2011

(http://www.wipo.int/edocs/mdocs/mdocs/en/who wipo wto ip med ge 11/who wipo wto ip med ge 11 ww
w_169578.pdf).

Good practice guide: improving access to treatment with flexibilities in TRIPS. New York: UNDP; 2011
(http://www.undp.org/content/undp/en/home/librarypage/poverty-reduction/good-practice-guide-improving-
access-to-treatment-by-utilizing-public-health-flexibilities-in-the-wto-trips-agreement.html).

% patent information and transparency: a methodology for patent searches on essential medicines in developing
countries. New York: UNDP; 2011 (http://www.undp.org/content/undp/en/home/librarypage/hiv-aids/a-
methodology-for-patent-searches-on-essential-medicines-in-deve.html

TWHO, UNCTAD, ICTSD. Local production for access to medical products: developing a framework to improve
public health. Geneva: WHO; 2011

(http://www.who.int/phi/publications/Local Production Policy Framework.pdf).




UNAIDS/PCB (39)/16.22
Page 39/40

32 The role of intellectual property in local production in developing countries: opportunities and challenges.

Geneva: WHO; 2016 (http://apps.who.int/medicinedocs/documents/s22338en/s22338en.pdf).
133 Using intellectual property rights to stimulate pharmaceutical production in developing countries: a reference

uide. New York & Geneva: UNCTAD; 2011 (http://unctad.org/en/docs/diaepcb2009d19 en.pdf).

3 Sidibe M, Yong L, Chan M. Commodities for better health in Africa: time to invest locally. Bull World Health
Organ. 20141;92(6):387-387A.
138 Berger M, Murugi J, Buch E et al. Strengthening pharmaceutical innovation in Africa. Council on Health
Research for Development (COHRED), New Partnership for Africa’s Development; 2010
(http://apps.who.int/medicinedocs/documents/s18255en/s18255en.pdf).
3% African Union Commission, UNIDO. Pharmaceutical Manufacturing Plan for Africa: Business Plan. Addis
Ababa: African Union Commission & UNIDO; 2012
(http://apps.who.int/medicinedocs/documents/s20186en/s20186en.pdf).
37 Kardas-Nelson M. Can (and should) Africa make its own medicines? BMJ. 2015;350:h2178.
138 Roadmap on Shared Responsibility and Global Solidarity for AIDS, TB, and Malaria Response in Africa. 19th
Summit of the African Union. Addis Ababa: African Union; July 2012
(http://www.unaids.org/sites/default/files/media asset/20120715 TheRoadmap AU en 0.pdf).
199 Owoeye OA. Compulsory patent licensing and local drug manufacturing capacity in Africa. Bull World Health
Organ. 2014;92:214-219.
9 African Medicines Regulation and Harmonization Initiative: a WHO concept note. WHO Drug Information.
2008;22(3):182-190.
1 African Union Model Law on Medical Products and Regulation. Addis Ababa: African Union Commission,
NEPAD, AMRH; 2016 (http://www.nepad.org/resource/african-union-au-model-law-medical-products-regulation).
142 NEPAD, AMRH, PATH. Implementing the African Union Model Law at the regional and national level. Addis
Ababa: NEPAD, PATH; October, 2016 (http://www.nepad.org/resource/implementing-african-union-model-law-
regional-and-national-level).
3 Drugs for Neglected Diseases Initiative. From neglected diseases to neglected patients and populations. 2015
Annual Report. Geneva: DNDi; 2016 (http://www.dndi.org/wp-content/uploads/2016/08/DNDi AR 2015.pdf).
144 Global Action Plan on Antimicrobial Resistance. Geneva: WHO; 2015 (http://www.who.int/antimicrobial-
resistance/publications/global-action-plan/en/).
™ United Nations Secretary-General’s High-Level Panel on Access to Medicines report: promoting innovation
and access to health technologies. New York: United Nations; September, 2016
(http://www.unsgaccessmeds.org/final-report/).
% Gulland, A. UN Urges broader access to drugs. BMJ;354:i5017.
7 The Lancet. Access to medicines: the status quo is no longer an option. Lancet. 2016;388(10051):1250.
8 Lilianne P, Schippers E. Better life through medicine—let’s leave no one behind. Lancet. Published on line, 7
November 2016 (http://www.sciencedirect.com/science/article/pii/S0140673616319055).
49 For further information on the WHO Prequalification Programme, see: http://apps.who.int/prequal/.
%0 For further information on the Global Fund to Fight AIDS, Tuberculosis and Malaria, see:
http://www.theglobalfund.org/en/.
T For further information on the US President’s Emergency Plan for AIDS Relief, see: http://www.pepfar.gov/.
152 PEPFAR. 2016 Annual report to Congress. Washington DC: The Office of the U.S. Global AIDS Coordinator
and Health Diplomacy; February 2016 (http://www.pepfar.gov/press/c70647.htm).
'3 WHO, UNAIDS. Treating 3 Million by 2005: making it happen. Geneva; WHO; 2003
(http://www.who.int/3by5/publications/documents/en/Treating3millionby2005.pdf).
5% Antiretroviral therapy for HIV infection in adults and adolescents: recommendations for a public health
aspproach (2006 revision). Geneva: WHO; 2006 (http://www.who.int/hiv/pub/guidelines/artadultguidelines.pdf).
*® WHO, UNAIDS, UNICEF. Global HIV/AIDS response: epidemic update and health sector progress towards
universal access. Progress report 2011. Geneva: WHO; 2011
(http://apps.who.int/iris/bitstream/10665/44787/1/9789241502986 eng.pdf).
™8 WHO, UNAIDS, UNICEF. Global update on HIV treatment 2013: results, impact and opportunities. Geneva:
WHO; 2013 (http://www.unaids.org/sites/default/files/sub landing/files/20130630 treatment report en 3.pdf).
7 UNITAID. HIV medicines technology and market landscape. 1% Edition. Geneva: WHO; 2014
(http://www.unitaid.eu/images/marketdynamics/publications/HIV-Meds-Landscape-March2014.pdf).
8 UNITAID. HIV preventive technology and market landscape. 2™ Edition, Geneva: WHO; 2014
(http://unitaid.org/images/marketdynamics/publications/UNITAID-HIV Preventives Landscape-2nd edition.pdf).
9 UNITAID. HIV/AIDS diagnostics technology landscape. 5" Edition. Geneva: WHO; 2015
(http://unitaid.org/images/marketdynamics/publications/UNITAID HIV Nov 2015 Dx Landscape.PDF).
%0 Bjll & Melinda Gates Foundation, PSI, WHO, UNITAID. HIV rapid diagnostic tests for self-testing technology
landscape. 2" Edition. Geneva: WHO; July 2016
(http://unitaid.org/images/marketdynamics/publications/UNITAID HIV rapid diagnostic tests for self-
testing.pdf).

Morris K. HIV drug patents in the spotlight. The Lancet Infectious Diseases. 2009;9(11):660—661.

182 Zarocostas J. First antiretroviral patent in global drug pool puts pressure on companies to follow suit. BMJ.
2010;341:¢5514.




UNAIDS/PCB (39)/16.22
Page 40/40

183 Corrick F, Watson R, Budhdeo S. Should patents for antiretrovirals be waived in the developing world? Annual

Varsity Medical Debate — London, 21 January 2011. Philos Ethics Humanit Med. 2011;6:13.

'®4 Ulrich L. TRIPS and compulsory licensing: increasing participation in the Medicines Patent Pool in the wake of
an HIV/AIDS treatment timebomb. Emory International Law Review. 2015;30(1):51-84.

165 Amin T. Voluntary licensing practices in the pharmaceutical sector: An acceptable solution to improving
access to affordable medicines? Oxford: OXFAM: February, 2007
(http://apps.who.int/medicinedocs/documents/s19793en/s19793en.pdf).

186 | MAK, ITPC. Financial impact of the Medicines Patent Pool: I-MAK/ITPC Counter Analysis. I-MAK/ITPC;
September 2011 (http://apps.who.int/medicinedocs/documents/s19792en/s19792en.pdf).

" De Luca C. Medicine Patent Pool: pharma philanthropy or PR? Expert Opin Ther Pat. 2015;25(11):1223-1227.
WHO, UNAIDS. The treatment 2.0 framework for action: catalyzing the next phase of treatment, care and
support Geneva: WHO; 2011 (http://apps.who.int/iris/bitstream/10665/44640/1/9789241501934_eng.pdf).

° Médecins Sans Frontiéres, WHO, UNAIDS. Determining the patent status of essential medicines in
developing countries. Health Economics and Drugs, EDM Series n® 17. Geneva: WHO; 2011
(http://apps.who.int/medicinedocs/index/assoc/s14154e/s14154e.pdf?ua=1).

0 Patent landscape report on ritonavir. Geneva: WIPO; October, 2011
(http://www.wipo.int/edocs/pubdocs/en/patents/946/wipo pub 946.pdf).

" Good practice guide: improving access to treatment with flexibilities in TRIPS. New York: UNDP; 2011
(http://www.undp.org/content/undp/en/home/librarypage/poverty-reduction/good-practice-guide-improving-
access-to-treatment-by-utilizing-public-health-flexibilities-in-the-wto-trips-agreement.html).

2 Patent information and transparency: a methodology for patent searches on essential medicines in developing
countries. New York: UNDP; 2011 (http://www.undp.org/content/undp/en/home/librarypage/hiv-aids/a-
methodology-for-patent-searches-on-essential-medicines-in-deve.html)

"% Baker B, Avafia T. The evolution of IPRs from humble beginnings to the modern day TRIPS-plus era:
implications for treatment access. UNDP/UNAIDS Global Commission on HIV and the Law; June 2011
(http://www.hivlawcommission.org/index.php/working-papers?start=10).

" Correa C. Pharmaceutical innovation, incremental patenting and compulsory licensing. Research Paper n°® 41.
Geneva: South Centre; 2011 (http://apps.who.int/medicinedocs/documents/s21395en/s21395en.pdf).

'"® Correa C. Tackling the proliferation of patents: how to avoid undue limitations to competition and the public
domain. Research Paper n® 52. Geneva: South Centre; 2014 (https://www.southcentre.int/wp-
content/uploads/2014/09/RP52 Tackling-the-Proliferation-of-Patents-rev_EN.pdf).

% The Global Commission on HIV and the Law. Risks, right and health: report of the Global Commission on HIV
and the Law. New York: UNDP; 2012 (http://www.hivlawcommission.org/resources/report/FinalReport-

RISkS ,Rights&Health-EN.pdf).

Plot P et al. Defeating AIDS—advancing global health. The Lancet. 2015;386(9989):171-218.

"8 Treatment 2015. Geneva: UNAIDS; 2012
(http://www.unaids.org/sites/default/files/media asset/JC2484 treatment-2015 en 1.pdf).

' Antiretroviral treatment as prevention (TasP) of HIV and TB: programmatic update. Geneva: WHO; 2012
(http://www.who.int/hiv/pub/mtct/programmatic _update tasp/en).

'® Treatment 2015. Geneva: UNAIDS; 2012
(http://www.unaids.org/sites/default/files/media asset/JC2484 treatment-2015 en 1.pdf).
®" How AIDS changed everything — MDG6: 15 years, 15 lessons of hope from the AIDS response. Geneva:
UNAIDS; 2015 (http://www.unaids.org/en/resources/documents/2015/MDG6 15years-
15lessonsfromtheAlDSresponse).

82 Global AIDS update 2016. Geneva: UNAIDS; 2016
(http /lwww.unaids.org/sites/default/files/media asset/global-AIDS-update-2016 en.pdf).

Terms of reference for the Equitable Access Initiative. Geneva: Global Fund; 2015.

Restoy E. The Equitable Access Initiative and the principle of equality. Polices For Equitable Access to Health
gPEAH) 8 June 2016 (http://www.peah.it/2016/06/the-equitable-access-initiative-and-the-principle-of-equality/).

Baker B. Critical analysis of the Global Fund’s proposed Equitable Access Initiative. Health Gap ; May 2014.
(http://www.globalfundadvocatesnetwork.org/wp-content/uploads/2014/05/Critical-Analysis-of-Global-Fund--s-
Proposed-Equitable-Access-Initiative-final.pdf).
™ Intellectual property and access to health technologies: questions and answers. Geneva: UNAIDS; 2016
ghttp /lIwww.unaids.org/en/resources/documents/2016/JC2820).

See http://www.msfaccess.org/content/untangling-web-antiretroviral-price-reductions

8 Médecins Sans Frontiéres. As HIV burden overwhelmingly shifts to “middle-income” countries, access to
affordable medicines is under threat. Media release. Vancouver, 21 July 2015 (http://www.msfaccess.org/about-
us/media-room/press-releases/middle-income-countries-access-threats).

'8 On the Fast-Track to end AIDS: UNAIDS 2016-2021 strategy). Geneva: UNAIDS; 2015
(http://www.unaids.org/sites/default/files/media asset/20151027 UNAIDS PCB37 15 18 EN rev1.pdf).

190 Understanding Fast-Track: accelerating action to end the AIDS epidemic by 2030. Geneva: UNAIDS;, June
2015 (http://www.unaids.org/sites/default/files/media_asset/201506_JC2743_Understanding_FastTrack_en.pd).

" Jamieson D, Kellerman S. The 90 90 90 strategy to end the HIV pandemic by 2030: can the supply chain
handle it? J Int AIDS Soc. 2016;19(1):20917.

168




