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ACCESS TO ESSENTIAL
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Introduction

In Human Rights Obligations of Non-State Actors, Andrew Clapham wrote,
“Perhaps the most obvious threat to human rights has come from the in-
ability of people to achieve access to expensive medicine, particularly in the
context of HIV and AIDS.” He was referring to threats to human rights
from intellectual property agreements under the World Trade Organiza-
tion, which are often seen as obeying a di erent —and many would say ut-
terly incompatible — logic than human rights. e right to health, in the
interpretation of the Committee on Economic Social and Cultural Rights,
means that “States Parties ... have a duty to prevent unreasonably high
costs for access to essential medicines.”

is chapter will explain the significance and place of the human right
to essential medicines as a derivative right within the broader right to the
highest attainable standard of physical and mental health. As a component
of the right to health, the right to essential medicines depends not only on
the production, distribution, and pricing of medicines, but also on the in-
centives for research and development of drugs needed to treat diseases in
developing countries, functioning health systems so that drugs are part of
a rational system of quality treatment and care, as well as on infrastructure,
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so that they can be delivered to all areas where they are needed. Consider-
ing that these broader issues are examined in other chapters, this chap-
ter will focus more on the impediment to the realization of the right to
essential medicines caused by the protection of intellectual property. is
chapter begins with an overview of some of the basic data about the health
impact of the current level of access to medicines, especially in developing
countries. en the essential features of the international trade regime that
a ect access to medicines are discussed, including how that regime func-
tions in constant tension with the international human rights regime. e
recent trend in legislation, litigation, and advocacy to favour access to es-
sential medicines over protection of patent-holders will then be examined
before analysing the most salient formulations of the right to access to es-
sential medicines. Finally, several of the proposals currently under consid-
eration to overcome the economic obstacles to realizing the right to essen-
tial medicines are presented.

Access to medicines in the global burden of disease

e trend in access to medicines, particularly in poor countries, provides
the evidence for policies in global heath to increase access at all stages of
the process from setting research priorities for the development of new
drugs, to manufacturing, pricing, marketing, and distribution. ‘Essential
medicines’, according to the World Health Organization (WHO), are those
that “satisfy the priority health care needs of the population” and “are in-
tended to be available within the context of functioning health systems at
all times in adequate amounts, in the appropriate dosage forms, with as-
sured quality, and at a price the individual and the community cana ord.”

e United Nations Development Group defines ‘access’ in this context as
“having medicines continuously available and a ordable at public or pri-
vate health facilities or medicine outlets that are within one hour’s walk
from the homes of the population.”

In , half of the world’s population was without access to life-sav-
ing and other essential medicines.®> While the proportion has decreased
to about one-third of the world’s population, the absolute number has re-
mained constant at approximately two billion people.® According to the
WHO, expanding access to existing interventions, including medicines, for
infectious diseases, maternal and child health, and noncommunicable dis-
eases would save more than . million lives the year by 7
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Significantly, the MDG Gap Task Force addressed the relation between the
MDG issue of access to medicines and the right to health by noting that:

“... the national constitutions define the fundamental political principles
of a country and usually guarantee certain rights to their people. Health
is a fundamental human right recognized in at least national consti-
tutions. Access to health care, including access to essential medicines, is
a prerequisite for realizing that right. However, only five countries specif-
ically recognize access to essential medicines and technologies as part of
the fulfilment of the right to health.”®

e MDG Gap Task Force also notes “Most national constitutions do not
specifically recognize access to essential medicines or technologies as part
of the fulfilment of the right to health.”

e Working Group on Access to Essential Medicines of the United Na-
tions Millennium Project approached the problem from the human rights
perspective. It opened its report by stating: “ e lack of access to life-sav-
ing and health-supporting medicines for an estimated billion poor peo-
ple stands as a direct contradiction to the fundamental principle of health
as a human right.” e Group gave priority consideration to improving ac-
cess to medicines in resource-poor settings and promoting research on new
medicines for diseases of poverty. It identified six barriers to access the
medicines: Inadequate national commitment, inadequate human resourc-
es, failure of the international community to keep its promises to develop-
ing countries, lack of coordination of international aid, obstacles created by
the Trade-Related Aspects of Intellectual Property Rights (TRIPS) agree-
ment, and the current incentive structure for research and development
of medicines and vaccines to address priority health needs of developing
countries.’ In examining the solutions to the problem, the UN Working
Group underscored the “consensus that human rights should incorporate
the ability of individuals to maintain and restore good health through ac-
cess to at least a basic level of primary care, including essential medicines™!
and listed among the general principles underpinning issues of increasing
access to medicines the human right to health, as well as women'’s inequal-
ity and gender disparities.*?

Among the Working Group’s recommendations to improve availability
of medicines is improving the rate and relevance of innovation and devel-
oping more reliable procurement and supply systems at the national and
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international levels.®®* e Group also recommended specific steps for pro-
moting the safety, a ordability, and appropriate use of medicines.** Final-
ly, it devoted attention to the barrier created by the system of intellectual
property protection, specifically citing the conclusion of the UN Millenni-
um Project Task Force on Trade that the TRIPS agreement, and ‘TRIPS Plus’
provisions of free-trade agreements, will over time probably have a nega-
tive impact on access to drugs in developing countries.*> s trend clearly
creates tension with the obligations of states to realize the right to health
under the international human rights regime.

e tension between the international trade regime and the interna-
tional human rights regime

In dissenting from the Working Group report just discussed, the represent-
ative of the pharmaceutical industry explained,

“We do not believe that the main problem in barring medicines to the poor
is patent protection, nor do we accept that individual company pricing prac-
tices are fundamental to explaining why one-third of the world’s poor lack
access to basic, low-cost essential medicines. An inaccurate and subjective
link is forged between rights, ‘monopoly’ pricing, and global inequities in
access to medicines ... We also believe that our private sector research model
is worthy of preserving rather than abandoning on the risky premise that
more public investment will by itself yield miracle cures against the com-
plex scientific challenge of fighting resistant strains of infectious disease
... In'short, the report fails to provide the balanced and accurate perspec-
tive necessary to stimulate fresh policy approaches that could make a real
di erence in the lives of the poor.”¢

From the perspective of the primary legal regime governing trade in prod-
ucts invented and manufactured by business entities, essentially transna-
tional corporations, the issues of access to medicines is a clear-cut matter of
the patenting of a new chemical product and the process for its use, as well
as the protection of the patents involved in the markets where the produc-
ers intend to sell them. e patents, which protect the inventor from any-
one copying the product without license, and allow the inventor to set the
price, are protected internationally under the WTO Agreement on Trade-
Related Aspects of Intellectual Property Rights (TRIPS). TRIPS requires
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WTO members to protect patents of pharmaceuticals for  years, thus giv-
ing drug companies exclusive rights to prevent unauthorized use, subject to
domestic and international enforcement. Countries that fail to protect pat-
ents may be brought before the dispute settlement body of the WTO. As a
result, in part due to the outcry over drug pricing in countries confronted
by the HIV/AIDS pandemic, the least-developed countries, who were origi-
nally supposed to comply by , how have until January to imple-
ment TRIPS. However, all other WTO Members are bound, and even the
poorest countries will be bound in less than a decade.

In addition to the delayed compliance until , developing countries
may avail themselves of ‘flexibilities’ to avoid patent protections through
parallel importing (importing cheaper versions of drugs from countries
where pharmaceuticals are not patented or where their term of protection
has expired) and compulsory licensing (manufacturing generic versions of
patented medicines without patent holder’s authorization under certain
conditions).’” Most agree that the patent system is necessary and benefi-
cial to promote innovation in the pharmaceutical industry, but there are
various barriers to developing countries taking full advantage of the flex-
ibilities, and hundreds of free trade agreements impose greater restrictions
than TRIPS (‘TRIPS-plus’ provisions).

Access to patented medicines — as the pharmaceutical dissent to the
Working Group report quoted above stresses — is not the sole or even the
principal obstacle to adequate provision of health products and medical de-
vices to the poor population of developing countries. In fact, one study by
Amir Attaran claims that, of the products on the WHO Model List of
Essential Medicines, only seventeen are patentable. Furthermore, many
of those are not actually patented, bringing the patent incidence down to

18 e author not only challenges the assumptions among activists
that patents cause lack of access to a ordable medicines in poor countries
and within the pharmaceutical industry,*® that IPRs are necessary to pro-
tect to assure future research and development, but also expresses doubt
that compulsory licensing can be made practicable, considering that “ze-
ro generic medicines have been manufactured this way in the past decade,
treating zero patients in any country worldwide.”? In response to Atta-
ran’s study, the Director of Medicines Policy and Standards at WHO wrote
that “a statement on the percentage of patented medicines on the Model
List is therefore not possible without specifying the geographical area and
the specific time” and “a few patented medicines can greatly a ect health
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expenditure”, noting that “the economic value and public health impor-
tance of the market of ARVs and future essential medicines for neglected
disease are buried in the statistics” of the quoted study.?* Be that as it may,
the point for the purposes of a putative human right to essential medicines
is that challenging IPRs and urging use of TRIPS flexibilities do not consti-
tute the only path toward realizing that right.

Numerous factors contribute to making essential medicines availa-
ble in poor countries, including a ordable prices; government commit-
ment through a well conceived and implemented national medicines policy
(NMP); adequate, sustainable and equitable public sector financing; generic
substitution; transparent and widely disseminated consumer information;
e cient distribution; control of taxes, duties and other markups; and care-
ful selection and monitoring.?

As thoroughly demonstrated by Lisa Forman, corporate innovation for
diseasesa ecting poor countries does not occur for commercial reasons but
in response to “growing public pressure over corporate failures to address
developing country needs”.?® Drawing on the experience of the to
litigation and trade pressure by the US Government and  pharmaceuti-
cal companies to resist South African’s law aimed at gaining access to af-
fordable medicine, which she considers the “tipping point” of the struggle,
Forman demonstrates how the Treatment Action Campaign case “brought
human rights arguments drawn from international and domestic law, argu-
ing that the right to health provided constitutional authority for the legis-
lation itself, and was a legal interest that should be prioritized over corpo-
rate property rights.”* She concludes that this experience “can be seen to
provide a strategic roadmap for advancing the completion of the process of
normative di usion, so that access to medicines as a human right starts to
assume a ‘taken for granted’ quality in politics, law, and public opinion.”*

e ‘normative di usion’ is reflected by the Intergovernmental Work-
ing Group on Public Health, Innovation and Intellectual Property (IGWG),
whose Global Strategy and Plan of Action was adopted by the World Health
Assembly on  May 26 is group was set up in as a follow-up
to the Commission on Intellectual Property Rights, Innovation and Pub-
lic Health with the aim of “securing an enhanced and sustainable basis for
needs-driven, essential health research and development relevant to dis-
eases that disproportionately a ect developing countries”.?” e IGWG con-
sidered inputs not only from governments but also from academia, public-
private partnerships, product-development partnerships and industry.? In
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its Global Strategy, the IGWG both acknowledges that intellectual property
rights are “an important incentive for the development of new health-care
products” and quotes the provisions of the Universal Declaration of Human
Rights on sharing in scientific advances and its benefits and protection of
moral and material interest resulting from scientific production.?®

us, for the IGWG, the ‘context’ of its global strategy includes intel-
lectual property rights, human rights and the importance of flexibilities in
intellectual property agreements to facilitate “increased access to pharma-
ceutical products by developing countries”.?® Given the diversity of stake-
holders involved, it is significant that the importance of all three was ac-
knowledged. In enumerating the ‘principles’ of the strategy, the IGWG
inserted the following: “ e enjoyment of the highest attainable standard
of health is one of the fundamental rights of every human being without
distinction of race relation, political belief, economic or social condition.”!
It is clear from this e ort, which will continue through the further elab-
oration and implementation of the elements and plan of action, that the
claim of a human right to essential medicines has been a di cult case to
make. But over the past decade, the tide appears to have shifted in favour of
the human right to essential medicines and perhaps even more broadly to
health products and medical devices.

A rmation of the human right to essential medicines

As mentioned above, the human right to essential medicines is much broad-
er than a claim against the negative impact of IPRs. Nevertheless, the with-
drawal of the challenge by = pharmaceutical companies to South Africa’s
access to drugs law, the Doha Declaration, the deliberations of IGWG and
similar events have used the tension with the international trade regime as
a motivation for thea rmation of this right.

e TRIPS flexibilities provide a legal basis for poor countries to avoid
the consequences of the patent system with regard to their capacity to make
essential medicines available to their populations. e international trade
regime is based on the logic of the global market and globalization. It has
adjusted to the political imperative of promoting development and strate-
gies defined by the international financial institutions in the poverty reduc-
tion programs and the UN system in the Millennium Development Goals.
It has not, so far, been receptive to the claim that a human right to health,
including access to essential medicines, prevails over TRIPS. With the
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exception of the approach taken by the Working Group on Access to Essen-
tial Medicines of the UN Millennium Project (discussed above), these de-
velopment approaches rarely articulate the human right to essential medi-
cines. ea rmation of this right from the human rights perspective can
be made, however, on the basis of core human rights instruments.  ese in-
struments have been applied to the problem of access to medicines by UN
bodies including: the O ce of the High Commissioner for Human Rights,
the Commission on Human Rights and its Sub-Commission, the Commit-
tee on Economic, Social and Cultural Rights, and the Special Rapporteur on
the right of everyone to the enjoyment of the highest attainable standard
of physical and mental health as well as by a number of non-governmental
and academic initiatives.

The right to essential medicines in the core human rights instruments

Access to essential medicines can be a rmed as a human right on the ba-
sis, not only of the right to health (Article  of the International Covenant
on Economic, Social and Cultural Rights (ICESCR)) but also on two other
rights set out in the ICESCR, namely, the rights “to the protection of the
moral and material interests resulting from any scientific, literary or ar-
tistic production” (Article ( )(c)) and “to share in scientific advancement
and its benefits” (Article ( )(b)). e former is the human rights basis for
intellectual property protection, according to which creative ideas and ex-
pressions of the human mind that possess commercial value receive the le-
gal protection of property rights called ‘intellectual property rights’ (IPRs).
e major legal mechanisms for protecting IPRs are copyrights, patents,
and trademarks. IPRs enable owners to select who may access and use their
property, and to protect it from unauthorized use.
ere is an apparent contradiction between these two rights when ap-
plied to access to medicines: Article ( )(c) seems to protect the ‘right’ of
pharmaceutical companies to earn a profit from the drugs they develop, by
setting prices that render medicines inaccessible to the destitute sick, while
Article ( )(b) seems to protect the ‘right’ of those destitute sick to benefit
from the development of new drugs. e way out of this dilemma is to dis-
tinguish intellectual property rights from human rights and consider them
a temporary monopoly established for the valid social purpose of encourag-
ing scientific invention and artistic creation. In other words, an IPR is a le-
gally protected interest of a lower order than a human right, which implies
a superior moral and legal claim. is distinction should not be interpret-
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ed to imply that IPRs do not have social value for, indeed, they have a very
high value, justifying limiting Article  rights reasonably to promote inno-
vation and creativity.

Human rights organs have progressively addressed this dilemma, ar-
ticulating in di erent stages the human right to essential medicines. e
Commission on Human Rights adopted a resolution in , in which it
recognized “that access to medication in the context of pandemics such as
HIV/AIDS is one fundamental element for achieving progressively the full
realization of the right of everyone to the enjoyment of the highest attain-
able standard of physical and mental health.”2 Among a list of measures, it
called on states, “to refrain from taking measures which would deny or limit
equal access for all persons to preventive, curative or palliative pharmaceu-
ticals or medical technologies used to treat pandemics such as HIV/AIDS or
the most common opportunistic infections that accompany them”*? and,
clearly with TRIPS in mind, “to ensure that their actions as members of in-
ternational organizations take due account of the right of everyone to the
enjoyment of the highest attainable standard of physical and mental health
and that the application of international agreements is supportive of pub-
lic health policies which promote broad access to safe, e ective and a ord-
able preventive, curative or palliative pharmaceuticals and medical technol-
ogies.”* e United States was the only government to abstain from this

resolution, which was adopted on  April by  votes with no votes
against.
e O ce of the High Commissioner prepared a report in on

the impact of the TRIPS Agreement on human rights;** and the Sub-Com-
mission on the Promotion and Protection of Human Rights took this up
in its resolution the same year on “Intellectual Property Rights and Hu-
man Rights.”*¢ e resolution, adopted by consensus, referred to the “actual
or potential conflict ... between the implementation of the TRIPS Agree-
ment and the realization of economic, social and cultural rights.”” In the
context of the upcoming Doha Ministerial meeting of the WTO, the Sub-
Commission alluded to the “need to clarify the scope and meaning of sev-
eral provisions of the TRIPS Agreement, in particular of Articles and on
the objectives and principles underlying the Agreement in order to ensure
that states’ obligations under the Agreement do not contradict their bind-
ing human rights obligations.”®® It reminded “all governments of the pri-
macy of human rights obligations under international law over economic
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policies and agreements, and request[ed] them, in national, regional and
international economic policy forums, to take international human rights
obligations and principles fully into account in international economic pol-
icy formulation.”® Significantly, it urged “all governments to ensure that
the implementation of the TRIPS Agreement does not negatively impact
on the enjoyment of human rights as provided for in international human
rights instruments by which they are bound.”°
One of the most significant events, legally and politically, for the right to

essential medicines was indeed the Doha Ministerial meeting of the WTO,
which adopted the Doha Declaration on the TRIPS Agreement and Public
Health. In an unusually direct statement emanating from the WTO, better
known for highly technical and legally complex sentences, the meeting de-
clared: “ e TRIPS agreement does not and should not prevent members
from taking measures to protect public health ... in particular to promote
access to medicines for all.”* To be perfectly clear, the declaration added,
“In this connection, we rea rm the right of WTO members to use, to the
full, the provisions in the TRIPS Agreement, which provide flexibility for
this purpose,” meaning parallel importing and compulsory licensing. e
text acknowledges that “[e]Jach member has the right to grant compulsory
licences and the freedom to determine the grounds upon which such licenc-
es are granted ... [and] the right to determine what constitutes a national
emergency or other circumstances of extreme urgency, it being understood
that public health crises, including those relating to HIV/AIDS, tubercu-
losis, malaria and other epidemics, can represent a national emergency or
other circumstances of extreme urgency.”* e next paragraph instructed
the Council for TRIPS to find an expeditious solution to the problem of
compulsory licensing for countries “with insu cient or no manufacturing
capacities in the pharmaceutical sector,”® which was done in August,

e Doha Declaration also extended the deadline to January for the
least-developed countries to apply provisions on pharmaceutical patents.

Position of the Committee on Economic, Social and Cultural Rights

e Committee threw down the gauntlet at the time of the Seattle ird
Ministerial meeting of the WTO in when it “urged WTO members to
ensure that their international human rights obligations are considered as
a matter of priority in their negotiations which will be an important testing
ground for the commitment of States to the full range of their international
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obligations.”** Two years later, on  November , the Committee held
a ‘day of general discussion’ on Article ( )(c), following which it issued a
‘Statement on Human Rights and Intellectual Property’, in which it consid-
ered that “intellectual property rights must be balanced with the right ... to
enjoy the benefits of scientific progress and its applications.”* It made ex-
plicit reference to the development of new medicines in the context of the
Doha Declaration on the TRIPS Agreement and Public Health as an exam-
ple of the need to strike a balance between the right to enjoy the benefits of
scientific progress and its applications under Article ( )(b) and the right
to benefit from the protection of the moral and material interests under Ar-
ticle () (c).*¢ e Committee concluded by calling for “a mechanism for a
human rights review of intellectual property systems.”

e Committee clarified further the human right to essential medicines
in two of its General Comments, an earlier one on the right to health, and
one based on the Statement. Indeed, in , the Committee, in its
General Comment |, had interpreted the obligation under Covenant Ar-
ticle  ( )(d) of the Covenant (“ e creation of conditions which would as-
sure to all medical service and medical attention in the event of sickness”)
to include “the provision of essential drugs.”® In clarifying the obligations
of states parties, the Committee included among the facilities, goods and
services which must be available in su cient quantity within the state
“essential drugs, as defined by the WHO Action Programme on Essential
Drugs”.#® As part of the obligation to protect, states parties have a duty “to
control the marketing of medical equipment and medicines by third par-
ties,”® which strongly suggests that the states should intervene where mar-
keting of drugs by pharmaceutical companies is detrimental to the right to
health.

But it was in General Comment , adopted in , that the Commit-
tee challenged head-on the assumption of the international trade regime
that the rights of companies holding patents over essential drugs were of
the same order as the rights of those who need the drugs, by treating the
former as a temporary, revocable monopoly, and the latter as human rights.
Indeed, the Committeea rmed,

“In contrast with human rights, intellectual property rights are generally of
a temporary nature, and can be revoked, licensed or assigned to someone
else. While under most intellectual property systems, intellectual property
rights, with the exception of moral rights, may be allocated, limited in time



Access to Essential Medicines as a Component of the Right to Health

93

and scope, traded, amended and even forfeited, human rights are timeless
expressions of fundamental entitlements of the human person ..."!

“States Parties should,” the Committee continued,

“... ensure that their intellectual property regimes constitute no imped-
iment of their ability to comply with their core obligations in relation to
the right to health ... States thus have a duty to prevent that unreasonably
high license fees or royalties for access to essential medicines ... undermine
the right ... of large segments of the population to health ..."5?

Non-governmental and academic promotion of the right to access essential

medicines

Several non-governmental organizations (NGOs) have taken up the issue of
access to medicines from a human rights perspective, principal among them
are Médecins Sans Frontiéres (MSF) and Oxfam. In , MSF launched the
Campaign for Access to Essential Medicines and became the leader of the
advocacy campaign aimed at improving access to existing medicines, diag-
nostics, and vaccines and at promoting the development of urgently need-
ed better medical tools for people in poor countries.> In Oxfam also
launched a major access to medicines campaign. is advocacy included fo-
cusing on a series of lawsuits from the pharmaceutical industry, including a
frequently cited case against the South African government.>*

Parallel to the advocacy work of NGOs are the vital private research
initiatives, such as Management Sciences for Health (MSH), a private non-
profit consultancy organization, which is headed by the former director of
the WHO’s essential medicines department. MSH has a strong focus on
technical support and capacity building, and has expertise in supply chain
management and delivery of medicines. One of its key programmes, ‘Strat-
egies for Enhancing Access to Medicines’, is funded by the Gates Founda-
tion. e Gates Foundation is a major player in enhancing access to medi-
cines, as is the Clinton Foundation, which has negotiated reduced prices for
antiretrovirals by guaranteeing purchases and continuous demand. Other
innovative financing mechanisms include UNITAID (which uses the pro-
ceeds of a solidarity tax on airline tickets to purchase drugs and diagnostics
for HIV/AIDS, malaria and tuberculosis); Advance Market Commitments
for vaccines (AMC) (which uses donor commitments to provide incentives
to vaccine makers to produce vaccines for developing countries); e Global
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Fund to Fight AIDS, Tuberculosis and Malaria; and the United States Presi-
dent’s Emergency Plan for AIDS Relief (PEPFAR). ese e orts, however,
rarely make reference to access to essential medicines as a human right.

Several academic initiatives have utilized an explicit human rights ap-
proach, including international o cials and academics writing in scholarly
journals.>® A leading scholar, omas Pogge, has found the patent system
“morally problematic” because patents on biological organisms and phar-
maceutical products “directly or indirectly, impede the global poor’s access
to basic foodstu s and essential medicines”.*¢ He proposes a “full-pull plan”
(as opposed to a “push” plan, which funds a particular innovator) according
to which all potential innovators, such as pharmaceutical companies, would
have an equal chance for a substantial reward from public funds during the
life of the patent, in proportion to the extent to which the new drug or oth-
er product reduces the global burden of disease (GBD).*”

e University of Montréal hosted a workshop of scholars (including
Pogge), national and international o cials and NGO activists from  Sep-
tember to  October , on the ‘Human Rights and Access to Essential
Medicines: e Way Forward’. e meeting considered the burden of dis-
ease due to lack of access to medicines and adopted the Montréal State-
ment on the Human Right to Essential Medicines.5®

After finding the current lack of access to medicines to be “contrary to
ethical and legal duties, including human-rights obligations,” the authors of
the statement posit the obligation to make policies, rules, and institutions
conducive to the realization of the right to essential medicines at the na-
tional and global levels.*® Echoing the position taken in General Comment

, the Montréal Statement, drawing on the WHO definition cited at the
beginning of this chapter, defines essential medicines as “those that sat-
isfy the priority health care needs of the population, in light of their public
health relevance, proven quality, e cacy and safety, and comparative cost-
e ectiveness.” e right to these medicines is part of the “core” obligations
of parties to the ICESCR, requiring “immediate and e ective measures and
is not subject to progressive implementation.”s® e statement further calls
on national governments in developing countries to allocate resources to
making essential medicines available, and to update national lists of essen-
tial medicines, as well as to use trade flexibilities and safeguards, such as
compulsory licensing and parallel importing. It calls on a uent countries
to ensure fairer trade relations, alleviate crippling debt and increase assist-



Access to Essential Medicines as a Component of the Right to Health

95

ance to facilitate this right.5* Finally, the statement takes issue with the
present system of incentives for innovation, which is based on “return on
investment rather than priority health needs and outcomes”, and advocates
“alternative innovation systems that ensure that research and development
aresu cient to meet priority health needs.”¢?
Building on the Montréal Statement, a group of institutions, from
Québec and Brazil, organized a workshop at the Université de Quebec on
November , evaluating, from the right to development perspective,
Target  of the Millennium Development Goals.%® Other academic initi-
atives include Universities Allied for Essential Medicines (UAEM), which
adopted the Philadelphia Consensus Statement at their annual conference
held in Philadelphia at the beginning of October , stating: “We believe
that access to medical care and treatment is a basic human right.”s

Draft Guidelines by the Special Rapporteur

As part of his mandate as UN Special Rapporteur on the right of everyone
to the enjoyment of the highest attainable standard of physical and mental
health, Paul Hunt submitted a report to the General Assembly in sum-
marizing the responsibilities of states and of pharmaceutical companies
with respect to access to medicines,® and circulated on ~ September ,
a ‘Draft for Consultation’ of a set of ‘Human Rights Guidelines for Pharma-
ceutical Companies in relation to Access to Medicines.’s¢

Following consultation with states, NGOs, academics, pharmaceuti-
cal companies, UN agencies, national human rights institutions and other
stakeholders, Hunt presented the Guidelines to the General Assembly in

, explaining that “the central objective of the Guidelines is to provide
practical, constructive and specific guidance to pharmaceutical companies
and other interested parties, including those who wish to monitor compa-
nies and hold them to account.”®”  ese forty-seven Guidelines deal with
general policy; the disadvantaged; transparency; management, monitoring
and accountability; corruption; public policy influence, advocacy and lobby-
ing; quality; clinical trials; neglected diseases; patents and licensing; pric-
ing, discounting and donations; ethical promotion and marketing; public-
private partnerships; and associations of pharmaceutical companies. ey
call upon companies to recognize the importance of human rights in their
corporate mission and provide board-level responsibility and accountabil-
ity for its access to medicines strategy, with a public commitment to con-
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tribute to research and development for neglected diseases, and respect the
right of countries to use TRIPS flexibilities. e Guidelines then address
questions of management, including “an e ective, transparent, accessible
and independent monitoring and accountability mechanism”, both inter-
nal and external, as well as participation from a human rights perspective.
Other Guidelines would have companies comply with various international
standards on corruption, good manufacturing practice, human subject re-
search, and other areas. Special provisions relate to promoting research and
development on neglected diseases. Regarding patents and licensing, the
Guidelines call on drug companies to “respect the right of countries to use,
to the full, the provisions ... TRIPS ..., which allow flexibility for the pur-
pose of promoting access to medicines, including the provisions relating to
compulsory licensing and parallel imports” and “respect the letter and spir-
it of the Doha Declaration ...”

Conclusion

e human right to essential medicines is a derivative right from the rights
to health and to life. When the main human rights instruments were draft-
ed, the idea that lack of access to medicines was contrary to human rights
was not considered, except that access to medicines was one of a number
of reasonable measures constituting healthcare. Subsequently, and particu-
larly as a result of the AIDS pandemic, the vital need for treatment of HIV
positive individuals contributed to the progressive acknowledgement that
access to essential medicines, including antiretroviral treatments (ARTS),
was an internationally recognized human right.  isargument has been ex-
tended from HIV/AIDS to the full range of diseases that account for the dis-
proportionate levels of mortality and morbidity in developing countries.

It may be useful to draw a parallel with the emergence of an implied de-
rivative human right to water, formally acknowledged by the Committee
on Economic, Social and Cultural Rights in in its General Comment
on the Right to Water.%® e analogy with the right to water is reinforced
by drawing on three main arguments used by the Committee, one based on
evidence, one on logic, and the third on legal construction.

First, knowledge of the problem of water, created by the failure to guar-
antee access to it, was uncontested and acknowledged as requiring urgent
action. e Committee noted that “Over one billion persons lack access to
a basic water supply, while several billion do not have access to adequate
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sanitation, which is the primary cause of water contamination and diseas-
es linked to water.”s® Nearly two billion people do not have access to essen-
tial medicines and an estimated four million people could be saved annually
in Africa and Southeast Asia if diagnosis and treatment with appropriate
medicines were available. e criteria of magnitude and urgency of the
problem are met.

e second argument is based on a logical construction, according to
which water as a human right is a necessary consequence of the nature of
thiscommodity. e Committee argues as follows: “Water is a limited natu-
ral resource and a public good fundamental for life and health. e human
right to water is indispensable for leading a life in human dignity. Itis a pre-
requisite for the realization of other human rights.””® Appropriate medi-
cines are similarly indispensable to the health of people everywhere and the
most basic drugs are a public good.”

e third basis for positing the right to water as a human right was
the legal interpretation of existing human rights norms. e title of Gen-
eral Comment mentions Articles and of the International Covenant
on Economic, Social and Cultural Rights and the Committee explains how
these two rights (adequate standard of living and health) are “inextricably
related” to the right to water. e Committee relates the right to water to
other human rights, including inter alia the right to life, the right to ade-
quate food, the right to gain a living by work, the right to take part in cul-
tural life. e right to essential medicines is similarly inseparable from the
rights to an adequate standard of living, education, food, and housing.

Following the pattern of other general comments, the Committee then
addresses the normative content of the right to water in terms of availabil-
ity, quality, accessibility, and information, and devotes special attention to
issues of discrimination and vulnerable groups. e Working Group on Ac-
cess to Medicines organized its analysis and recommendations into three
main categories: Availability, a ordability, and appropriateness,” and then
deals with quality™ as well as crosscutting issues of human resources and
gender.” In other words, the full range of essential and interrelated ele-
ments of the rights, that treaty bodies cover in their general comments, are
applicable to the human right to essential medicines.

e developments described in this chapter are signs that the human
right to essential medicines has advanced in terms of its normative con-
tent and its legal recognition, although it remains a daunting challenge to
find accommodation with the international trade regime, bridge the gaps
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in political will, find incentives for innovation and a ordable pricing, and
create the availability of adequate human and financial resources to ensure
distribution networks. All this needs to be achieved in order for this right
to be of practical value for the two billion who currently lack access to es-
sential medicines.
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