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International assistance and cooperation for adcesssential medicines can be
established as an obligation of developed countr@sged on international human
rights law and an array of authoritative guidantée research aim of this thesis was
to understand how developed countries can be mélee to meet this obligation
under the current international order with a vievttte improvement of international
governance over this issue.

To address this aim, this thesis conducted an sisahased on three sub-questions:
(1) what is the current international order govegnaccess to essential medicines, (2)
what are the processes and mechanisms that theatitmal order has used to
influence developed countries and how have thetcesiresponded, and (3) is there
an alternative model to the current governancetirea that could lead to improved
implementation of international assistance and ecatpn by developed countries.

The analysis of the international order involvestiady of the World Health
Organization and its interactions with the Worléde Organization and the
development-related institutions involved in acdessiedicines (i.e. the World Bank,
UNAIDS, and the Global Fund). The lack of leadeydy the WHO in governing
access to essential medicines has led to signifteasions between the institutions in
the form of conflicts, overlaps, and other issues.

The thesis proceeds with a country case studydernstand how states interact with
the international order and how they can be infb@eintowards norm implementation.
It was determined that the international order pssss an influential array of
‘socialization” methods that have been successfulducing states toward norm
compliance (when backed by the support of inteomati NGO networks and
domestic pressure). However, the level of disatinay remains in the international
order continues to have a negative effect on iateynal assistance and cooperation.

The thesis concludes with an analysis of emerdianges to the current system of
governance over access to essential medicinesoasitlers whether these changes
might bring an improvement to developed countrypsupof access to essential
medicines.
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Chapter 1: INTRODUCTION

This chapter provides a background introductioth®issue of access to essential
medicines (AEM) and the alleged need for develaqdhtries to implement their
international assistance and cooperation duty aogiteater AEM can be realized in
developing countries. First, the chapter provaésckground discussion and
definition for ‘access to essential medicines’ aighlights the critical role of
developed country involvement in overcoming theeuotr hurdles to AEM through
international assistance and cooperation. Thetehapoceeds with a summary of
several key ethical and legal arguments recognizidgty for international assistance
and cooperation (IAC). This is followed by a lidtinternational assistance and
cooperation standards for access to essential medjavhich was drawn from
various international agreements, declarations,gamtbnce. The chapter concludes
with a statement on my research aim and approasielaas a summary overview of

the chapters in this thesis.

The Issue of ‘Access to Essential Medicines’

According to public health proponents, the problE#maccess to essential medicines
heavily burdens developing countries around thddvdt has been estimated that
‘infectious diseases kill over 14 million peoplekgear, nine out of ten of whom

live in the developing world*. Children and young adults in Africa and SouthtEas
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Asia bear a large proportion of infectious diseasd®re half of the deaths among
this group are due to six particular diseases -SA{4% of deaths), Acute
Respiratory Syndrome (11%), Diarrhoeal disease®jltinalaria (8%), Measles
(6%), TB (2%)? Despite the existence of effective medicineslionis of people will
continue to suffer and die from these and otherthireatening conditions because
they cannot access the necessary treatmentss ltdem estimated that as much as
one-third of the world’s population (2 billion pdeplacks access to such essential

medicines

The stark inequities faced by such populationsalmigtthose suffering from
HIV/AIDS, have highlighted the acute need for intgronal assistance and
cooperation in support of their plight. Novel itgtions have been established to
provide assistance, such as UNAIDS; the Global Rarféight AIDS, Tuberculosis
and Malaria; and the U.S. President’'s Emergency fIgAIDS Relief (PEPFAR).
Bold declarations of cooperation have emergedvargety of international policy
fora. For example, World Trade Organization (WTQmiber states issued a formal
declaration affirming that its Agreement on Tradeld®ed Aspects of Intellectual
Property Rights (TRIPS) ‘can and should be intdgat@nd implemented in a manner
supportive of WTO members’ right to protect pultiealth, and in particular, to

promote access to medicines for alThis includes the government option to use

1 U.S. Governmenfrade Agreements and Access to Medications UneéeBtish Administration
(United States House of Representatives Commift&owernment Reform - Minority Staff Special
Investigation Division 2005), p. 1-2.

2 J Quick, 'Ensuring Access to Essential MedicimeBéveloping Countries and Least Developed
Countries - Framework for Action' (2002) World HbaDrganization (Essential Drugs and Medicines
Policy Dept.).

3U.S. Government, p. 1-2.

* Declaration on the TRIPS Agreement and Public tHga# November 2001) WT/MIN(01)/DEC/2.
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TRIPS ‘flexibilities,” such as compulsory licensiagd parallel importation, to
address public health concerns. Over the pastidedaamatic increases in some
medicines have been achieved; however, the gepmiallem of access to medicines
‘for all’ still persists® This problem, in part, can be attributed to #source
constraints faced by developing countries and ihability to afford medicines.
Many believe that developed countries have a atitale in access to essential
medicines efforts; yet, their support and respaaghis issue is often weaker than

needed and, in some cases, counterproductive poliey measures taken.

Defining ‘Access to Essential Medicines’ (AEM)

The phrase *access to essential medicines’ has sl by developing countries,
activists, intergovernmental organizations, acadsrand numerous others in a
variety of contexts, but their use of the phrasesdaot always imply the same thing.
For the purposes of this thesis, it is necessaegtablish a clear definition of

‘essential medicines’ and ‘access’.

First of all, the term ‘essential medicines’ ofteffiers to treatment for life-
threatening diseases of critical public health n@eeimergency with a direct
reference to the World Health Organization’s deiomi of ‘essential medicine§’.In
other instances, the phrase includes the catedongglected diseases’ for which a

lack of attention has been paid toward researctdamdlopment for the appropriate

®J Wise, 'Access to AIDS medicines stumbles oretrates' (2006) 85 (5) Bulletin of the World
Health Organization 342.

® WHO, 'Essential Medicines'
<http://www.who.int/medicines/services/essmedicimtks/en/index.html > (20 May 2007).
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treatments. There has also been an increasing referenceatmteats for the chronic

diseases and conditions, such as pain managentoaacef

The World Health Organization (WHO), which is tleedmost authority on
matters of international health, defines essentidicines as ‘those that satisfy the
priority health care needs of the populatidriTo help guide countries in their
selection and coverage of medicines under natjpolaies, WHO develops a
biennial ‘model list’ of essential medicines whig#lects treatments based on the
criteria of: disease prevalence, efficacy and gatatd comparative cost-
effectivenes$? WHO recommends that these medicines ‘be availattten the
context of functioning health systems at all tirmeadequate amounts, in the
appropriate dosage forms, with assured qualityaatedjuate information, and at a
price the individual and the community can affotd’In recognition of differing
national health needs, WHO intends for ‘the concégissential medicines ... to be

flexible and adaptable to many different situatiasactly which medicines are

" P Hunt, 'Neglected Diseases, Social Justice amdan Rights: Some Preliminary Observations'
(2003) [2003] 4 United Nations Health and HumanH&gNorking Paper Series 1.

8 A Thom, 'Dying in pain a reality for most Africn(2009) Health-e <http://www.health-
e.org.za/news/article.php?uid=20032573> (16 NoW208 Taylor, L Gostin and K Pagonis,
'‘Ensuring Effective Pain Treatment' (2008) 299Jdyrnal of the American Medical Association 89;H
Frankish, '15 million new cancer cases per yed(0' (2003) 361 (9365) The Lancet 1278.;M
Aublanc, L Menning and M Aurigemma, 'Cancer treattrand care in developing countries: Experts
spotlight growing crisis, Axios International' (Z9)0<http://www.axios-group.com/section/89> (2 Feb
20009).

° WHO.

Wibid. (It is important to note, however, that W&HO has added some medicines to its list with a
statement that ‘cost was not a factor in deterngitie suitability of the drugs for the list’. For
example, in 2002, this included a set of ten atntivéral drugs. See B Schwartlander, | Grubb and J
Perriens, 'The 10 year struggle to provide antireabtreatment to people with HIV in the developin
world' (2006) 368 The Lancet 541, p. 544; E 't Ho@fobalisation and Equitable Access to Essential
Drugs' (2000) Third World Network <http://www.twid.org.sg/title/twr120c.htm> (1 July 2009).)

™ WHO, 'Health Topics - Essential Medicines' <hfypww.who.int/topics/essential_medicines/en/ >
(20 May 2007).
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regarded as essential medicines remains a natiesonsibility’*? This thesis adopts

the WHO'’s definition of ‘essential medicines’, with the recognition that country

needs may differ and that not all essential medgmight be on the ‘model list’.

‘Access’, in relation to essential medicines, cardbfined as the ability to
obtain and use a medicifié For developing countries, a major hurdle to actefse
affordability of essential mediciné$. Affordability is based upon two factors — price
and ability to pay. In developing countries, asdesessential medicines is often
obstructed due to the high prices of patentedrtreats and the population’s low
average incomeS. The burden of trying to afford essential medisifgobvious in
country statistics, which indicate that ‘[medicihase the largest household and
second largest public expenditure for health’ imgndeveloping countrie¥. (For
the remainder of this thesis, the phrase ‘accessdential medicines’ will be referred
to in the abbreviated form of ‘AEM’. Also, my apgidition of ‘access’ will be limited
to ‘existing’ medicines that are available in tharket. Some groups, such as

Médecins Sans Frontieres, apply the term ‘accessétroadly and include non-

2 ibid.

13K Johnson, 'Session 11: Access to Essential Ntestic(Pharmaceuticals Management for Under-
served Populations, Johns Hopkins Bloomberg SobioBublic Health 2006). The UN has also
defined ‘access’ as ‘having medicines continuoastyilable and affordable at public or private Healt
facilities or medicine outlets that are within dmaur’s walk from the homes of the population’. See
UN MDG Gap Task Force, 'Delivering on the GlobaittRership for Achieving the Millennium
Development Goals' (2008) United Nations
<http://www.un.org/millenniumgoals/pdf/MDG%20Gap¥d23k%20Force%20Report%202008.pdf>
(1 June 2010), p. 35.

14 Other access problems may include unreliable hegktems (in the procurement and distribution of
medicines), poor quality in medicines due to a latkegulation, and the irrational use (i.e. ovetus
under-use, or mis-use) of medicines. These isageprimarily matters of national control, and thus
beyond the scope of my present study regardingnat®nal assistance and cooperation. See J Quick,
'25 Years of Essential Medicines' (2003) World lte&rganization (Department of Essential Drugs
and Medicines Policy) .

> UN MDG Gap Task Force, p. 41.

'8 Quick, 'Ensuring Access to Essential MedicineBéveloping Countries and Least Developed
Countries - Framework for Action'.
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existing (or undiscovered) medicines for the treaathof conditions that have been

neglected due to a lack of research and develop(R&D).

In response to this problem, many developing ceemtrave turned to the use
of generic medicines as a solution to treatmemtrdébility. Generic medicines are
‘copies of patented drugs or drugs whose patens &epired’ Because generics
are simply copies without other major associateddsc(e.g. research and development
costs), they can be sold much more cheaply thanghtented counterparts because
they only require manufacturing cos¥sWith the burgeoning generic production
industries in countries such as India, Thailand Brazil, developing countries have
been able to establish a source of more affordaddement for their populations and
their neighbourd® However, the justification for using genericsatidress the
problem of affordability is a popular point of digp between health advocates and
the pharmaceutical industry. A common argumend lsethe pharmaceutical
industry against the utilization of generics isttihéghreatens their return on
investment for the research and development (R&Meor medicine$® Proponents
of generics counter that developing countries c¢tutset'such a small part of the drug

industry revenue’ (for example, the entire Africmtinent accounts for just over 1%

"WTO, 'TRIPS and Pharmaceutical Patents (Fact St2e66) World Trade Organization
<www.wto.org/english/tratop_e/trips_e/tripsfactshg@darma_2006_e.doc > (10 July 2008), p. 7.

18 |n fact, the WHO estimates that ‘[t]he averageeptiil saving in 17 lower and middle income
countries by switching from branded originator proid to generics range from 26 % to 88 %’. B
Santoso, 'Essential medicine system in developaogtries' (2010) World Health Organization
<http://lwww.wpro.who.int/NR/rdonlyres/DA076EF9-BB-ZAB2C-B6DE-
EDO2ED61AE7D/0/PPT_Budion_Essentialmedicinesystdmigelopingcountries.pdf>.

M Ramphele and N Stern, 'Generic Drugs can Mageévthney LastNew York Time&New York 1
March 2003).

2'p Danzon and E Keuffel Regulation of the Pharmécaiundustry 2005, p. 16. See also Abbott
Laboratories, 'Global Citizenship Issues: Intdliet Property'
<http://www.abbott.com/global/url/content/en_USRBM40:40/general_content/General_Content_002
72.htm > (20 May 2007).
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in worldwide sales) and that the industry has astly spent more in the areas of
marketing and administration than on R&DFurthermore, the World Bank has
pointed out that ‘half of the current R&D expendiéwvorldwide, estimated at $70-90
billion, is funded publicly®* This includes many of the current HIV/AIDS
treatment$’ marketed by the pharmaceutical industryDeveloped countries have
been heavily criticized for embracing and promofmgrmaceutical industry interests
in international fora (e.g. the World Trade Orgatiian) rather than upholding
AEM.% This is unsurprising given that most, if not afl the world’s most profitable

pharmaceutical companies are based in highly inidlised countries (such as the

United States, the United Kingdom, Germany, Swiaret, France, and Japaf).

Another solution that has been used to addregsrtdi#em of access in
developing countries is the financing of drug precaent programmes or donation of
drugs by developed countries. Such programmen tdtes the form of multilateral
or bilateral initiatives, which focus on combaticgrtain diseases and channel foreign
assistance into the purchase or donation of mezidor select developing countries.

For example, the Global Fund to Fight AIDS, Tubérsis and Malaria (‘the Global

2L MSF, 'MSF Frequently Asked Questions' <http://wanzessmed-msf.org/campaign/faq.shtm > (20
April 2007); E ‘t Hoen, 'TRIPS, Pharmaceutical Pédeand Access to Essential Medicines: A long
way from Seattle to Doha' (2002) 27 Chicago Jouoh#éhternational Law 27.

? MSF.
% Examples include stavudine, zidovudine, didangsiatitabine, abacavir, and ritonavir.

24D Brown, 'Group Says U.S. Should Claim AIDS DrugdhtsWashington Post26 May 2004)
AO4. See also MSF.

% The promotion of pharmaceutical industry interéste World Trade Organization and the
establishment of the WTO Agreement on the TradetRdIAspects of Intellectual Property Rights
(TRIPS) will be detailed later in this thesis.

%:Global 500 2009 Pharmaceutical Industry' (2009)
<http://money.cnn.com/magazines/fortune/global500&Zindustries/2 1/index.html> (2).
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Fund’), the World Bank HIV/AIDS initiatives, anddghJ.S. President’'s Emergency
Plan for AIDS Relief (PEPFAR) programme are a faay kxamples of multilateral
and bilateral efforts to help developing countaésin medicines through financial
support or donations. Developed countries, howéare been heavily criticized for
their selective and inefficient medicines progrararimedeveloping countrie.
Another key concern about these initiatives isléic& of AEM sustainability if a
financing or donation programme terminates. T&isarious problem for HIV/AIDS
patients because the current medicines (i.e. &mvieals) do not cure the condition

but only help to control the disease with ongoing eegular treatments.

AEM’s Normative Background and the Duty of Internat  ional
Assistance and Cooperation (IAC)

Over the past decade, AEM has gained widespreagm&mon as an international
norm (as discussed later in this sectidihe global HIV/AIDS crisis and the
existence of effective antiretroviral treatméntselped propel the issue of AEM onto
the international stage and, subsequently, prommieterous international
government agreements, declarations, and commismetatleviate the problem of
AEM faced by heavily disease-burdened countriemélg poor developing

countries). International efforts to address gldtgalth and development (such as the

%" These inefficiencies include redundancy, unnecgssampetition, and poor coordination in the use
of finances among the various initiatives.

%8 J Youde, 'Is Universal Access to Antiretroviraus an Emerging International Norm? ' (2008) 11
J of International Relations and Development 41Batry and K Raworth, ‘Access to Medicines and
the Rhetoric of Responsibility' (2002) 16 (2) Et& International Affairs .

29 Antiretrovirals treatments do not cure HIV/AIDSjtkzan help extend the lifespan and quality of life
of those suffering from HIV.
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Millennium Development Goals and HIV/AIDS progranshalso recognize AEM as
a critical component to achieving their objectiviegrthermore, the problem of AEM

is widely recognized and discussed within acadegoeernment, and activist circles.
The extensive body of literature developed by tlggseeps has greatly contributed to

AEM’s normative recognition.

As discussed in the previous sectidayeloped countries hold a critical role
in access to essential medicines efforts. To dategever, their support of global
AEM efforts has been weak and, in some cases, emmtductive’® In order for
global AEM efforts to succeed, there is a neediareloped countries to recognize
the criticality of AEM in developing countries atalprovide the necessary
international assistance and cooperation. Yet, sttould states feel the need to
recognize AEM as a norm and a call to action imgeof international assistance and
cooperation? There are several key ethical aral Beguments that justify
international assistance and cooperation by deedlapuntries for the realization of

AEM in developing countries, which are briefly rewied in this section.

Ethical Arguments

Humanitarianism is a popular concept among indaistdd country governments and
corporate actors as an ethical basis for acti@caess to essential medicines
programmes (and, more broadly, global health itivés) as illustrated by a variety of

philanthropic efforts to dat&. In philosophical terms, humanitarianism is a faim

%9 This will be elaborated upon in Chapter 5.

31 s Alkire and L Chen, 'Global health and morabest (2004) 364 (9439) The Lancet 1069.
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virtue ethics; however, it can be understood momply as a ‘humanistic response
[e.g. compassion or empathy] to evident social ferok’ by helping those in neéd.
The popular appeal of humanitarianism as a justibn for action among the wealthy
nations and corporate actors lies in its ‘voluntagture as opposed to a sense of
‘duty’ or ‘obligation’, which characterises seveather ethical principles (discussed
later in this section}® This voluntary approach allows actors to deteentire degree
to and frequency with which they choose to sulijeeinselves to helping others, if at
all. Stephen Marks has noted, however, that hutiaigamism creates two other
problems for assistance and cooperation. Firsteates the ‘danger’ that developing
countries will become dependent on others’ volynéessistance and treated as
‘victims not agents®* Second, such assistance is likely to address hitemian
‘emergencies’ and ‘catastrophes’ rather than thet‘causes of social problems’.
Another related ethical argument for internaticssdistance and cooperation is the
theory of enlightened self-interest, which movegdmel helping others simply based
on compassion - but also to serve one’s self-istdeeg. national security$. A
concern with this approach is that it could lead taisalignment between actual
needs in developing countries and what donors ptefeupport. This is an approach

that has been embraced by a number of developedrisu

*2 ibid.
* ibid.
% ibid.
% ibid.

L Gostin, 'Meeting Basic Survival Needs of the Wisr Least Healthy People Toward a Framework
Convention on Global Health' (2008) 96 (1) Georgetd.aw Journal 331.
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Another ethical argument for international assiséaand cooperation is the
emerging theory of global justi¢é. This theory seeks to move beyond the ‘narrowly
framed®® classic theories of distributive justice, whicle émcused on ‘just
distribution’ within a staté’ Rather, in today’s society, there needs to bapgmoach
that account for the powers of globalization agestaannot be considered self-
sufficient or self-contained. (This is illustrateg the problem of AEM in terms of
rapid global disease spread and international fraflee emerging conceptions of
global justice appear to embrace a cosmopolitanoagfp whereby ‘principles of
justice apply to all individuals wherever they aréhe cosmo4®. Cosmopolitanism
considers humans to be ‘the ultimate unit of moaaicern, each humdieing of
equal value for all, even those with the most renadfinity’.** In other words, ‘the
interests of all persons ... must count equally imahdeliberation, and that
geographical location and citizenship make nonsta difference to the rights and
obligations of those individual8? Jennifer Ruger observes that this theory can vary

from ‘strong demands for cooperation on a globalesto simple adherence to the no-

37 P SingerOne World(Yale University Press, New Haven 2000); T Poyerld Poverty and
Human RightgPolity Press, Cambridge, UK 2002); M Nussbaurowdrd Global Justice' (2000) The
Fathom Archive <http://fathom.lib.uchicago.edu/I777760815/ > (11 May 2009).

38 Gostin.

39 J Rawls A Theory of JusticéHarvard University Press, Cambridge, MA 1971)3@3; S Marks,
'‘Obligations to Implement the Right to Developméttlitical, Legal, and Philosophical Rationales ' i
BA Andreassen and SP Marks (eB®velopment As a Human Right: Legal, Political, &wbnomic
DimensiongHarvard University Press, 2006), p. 61; Stanfddistributive Justice' (2007) Stanford
Encyclopedia of Philosophy <http://plato.stanfodduentries/justice-distributive/> (11 May 2009);
Gostin; T Nagel, 'The Problem of Global Justic€0®) 33 Philosophy and Public Affairs 113; M
Walzer,Spheres of Justice: A Defense of Pluralism and HEyu@asic Books, New York, NY 1983).

0" J Ruger, 'Ethics and Governance of Global Hdakhualities' (2006) 60 Journal of Epidemiology
and Community Health 998, p. 999.

* Marks, pg. 67.

2 A Kuper, 'More Than Charity: Cosmopolitan Alterinas to the “Singer Solution™ (2002) 16 (2)
Ethics & International Affairs 107, p 108.
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harm principle—that is ...international institutioasd agreements may not cause

harm’*3

Towards a Legal Basis

In an effort to move beyond the more abstract mstior international assistance and
cooperation, the concept of human rights has be@papular argument endorsed by
activists, developing countries, and some inteomati agencies supporting
international action for AEM. Various scholars drelth practitioners have turned
to human rights in an effort to understand how reaccess to medicines could be
established through a rights-based approach ina@wng countries. A growing body
of work has emerged identifying access to medicasea derivative of the right to
health, outlining its component human rights oliligyas, considering its relationship
with the competing interests of intellectual praperghts, and analyzing its
justiciability in domestic courts There has been limited attention, however, to the
extraterritorial obligations of developed countragsthis issue. This particular issue

will be addressed in greater detail later in ttnapter.

“3J Ruger, 'Normative Foundations of Global Heakfwl(2008) 96 Georgetown Law Journal 423, p.
428

S Marks, 'Access to Essential Medicines as a Coepoof the Right to Health' in A Clapham and
M Robinson (edslrealizing the Right to Health (The Swiss Human Riglook)(Geneva 2009); HV
Hogerzeil and others, 'ls access to essential nmegdias part of the fulfillment of the right to kea
enforceable through the courts?' (2006) 368 TheeBB05-11, pp.305-311.; A Grover, 'Report to the
UN General Assembly Human Rights Council, UN Doo. WHRC/11/12' (2009) UN Special
Rapporteur on the right of everyone to the enjoytnoéthe highest attainable standard of physicdl an
mental health <http://www.unhcr.org/refworld/dodi@ifaf7652.html> ; HV Hogerzeil, 'Essential
medicines and human rights: what can they leanm feach other?' (2006) 84 Bulletin of the World
Health Organization 371;P Hunt and R Khosla, 'Theenidn Right to Medicines' (2008) 5 (8) Sur-
International Journal on Human Rights 101; P CulRdtents and Medicines: the Relationship between
TRIPS and the Human Right to Health' (2003) 791ffgrnational Affairs 139.
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The right to ‘the enjoyment of the highest attaleagtandard of health’ (also
known as the right to health) is a fundamental hunght in international lawthat is
often cited in support of AENP The right to health was first established under th
preamble to the World Health Organization (WHO) €idntion, which stated that
‘[tlhe enjoyment of the highest attainable standzrbealth is one of the fundamental
rights of every human being without distinctionrate, religion, political belief,
economic or social conditio® The legal significance of this declaration in the
WHO Constitution is noted by Brigit Toebes, whaesathat the ‘constitutions of
international organizations are ... multilateral tres under public international law’
and, therefore, the WHO Constitution is ‘bindingoanStates that are party to the

WHO.™" As of 2006, the WHO Constitution applies to 198mfer states.

Two other key international law sources also recthe right to health.
One source is the Universal Declaration of HumaghRi (UDHR), which was
adopted in 1948 by the UN. Though the UDHR istaohnically international law

per s¢*® it has been increasingly considered ‘customasritational law’ and, thus,

“5 A Hendriks, 'The Right to Health in National amieirnational Jurisprudence' (1998) 5 (4) European
Journal of Health Law 389, p. 20; T Evans, 'A humight to health? ' (2002) 23 (2) Third World
Quarterly 197; H Hestermeyer, 'Access to Mediceea Human Right' (2004) 8 Max Planck UNYB
101; H Hogerzeil, 'Access to essential medicines lasman right' (2003) 33 Essential Drugs Monitor
25; H Nygren-Krug and HV Hogerzeil, 'Human righdagpotentially powerful force for essential
medicines ' (2006) 84 (5) Bulletin of the World HtbaDrganization 410. (There are other human rights
that have been applied in support of access toaimedi, such as the right to life.)

“®WHO, Constitution of the World Health Organizati@uopted 22 July 1946, entered into force 7
April 1948), Preamble.

" B ToebesThe Right to Health as a Human Right in Internagiblbaw (School of Human Rights
Research Series, Intersentia/Hart, Antwerpen 19933.

“8 'Universal Declaration of Human Rights' (1948jif of the High Commissioner for Human
Rights <http://www.unhchr.ch/udhr/miscinfo/cartantit.
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alleged to be binding on StatEsin Article 25.1 of the UDHR, it proclaims that
‘everyone has the right to a standard of livingcagste for the health of himself and

of his family, including food, clothing, housing@medical care’Y

emphasis added)
The term ‘medical care’, as used by the UDHR, idanstood to include medicines —

such as drugs and vaccires.

The second key source is the International Covemaficonomic, Social and
Cultural Rights (ICESCR), which was adopted bylinein 1966. The ICESCR, a
‘cornerstone protection of the right to healthriternational law®? is an international
treaty that is legally-binding upon the 192 memdtates of the UN. According to
Article 12.1 of the ICESCR, States must ‘recognieeright of everyone to the
enjoyment of the highest attainable standard o§jufay and mental healtf®
Furthermore, in attaining the fulfilment of thigli, the ICESCR'’s Article 12.2
specifies that States should take the necessaqy &ie
12.2 (c) ‘The preventiortteatmentand control of epidemic, endemic,
occupational and other diseases.’
12.2 (d) ‘The creation of conditions which woulda to allmedical servicand
medical attention in the event of sickness.’ (ensghadded)

With explicit statements addressing ‘treatment’ anddical service’, both the 12.2

(c) and 12.2(d) indicate a clear dependence orsatoeessential medicines in order

to fulfil the right to health.Thus, as the UN Special Rapporteur on the Right to

“9 Toebes, p. 40.
*0'Universal Declaration of Human Rights', Art 25.1
1 Hunt, 'Neglected Diseases, Social Justice and HURights: Some Preliminary Observations'.

2 UN, 'The right of everyone to the enjoyment of tighest attainable standard of physical and
mental health. E/CN.4/2003/58' (2003) UN High Comssioner for Human Rights.

*3'International Covenant on Economic, Social anttu€ai Rights (adopted on 16 December 1966,
entered into force 3 January 1976))' G.A.Res. 22004), Art 12.1.
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Health concluded, ‘access to medicines forms aispathsable part of the right to the

highest attainable standard of heafth’.

To assist States in the implementation of Artice(ile. the right to the
highest attainable standard of health) of the ICESGeneral Comment 14 was
produced by the UN Committee on Economic, Socidl@ualtural Rights (CESCR)
in 2000. The purpose of General Comment 14 watatdy the ‘right to health’ in
light of the changing world health situation analeing notions of health since the
ICESCR'’s adoption in 1968> A notable specification made by the CESCR in
General Comment 14 was that the provision of ‘esasleiirugs, as ... defined under
the WHO Action Programme on Essential Drugs’ t®ee obligationof states under
the right to healtR® (WHO's definition of ‘essential medicines’ was pited earlier

in this chapter and will elaborated upon in Chapter

Core obligationsre the ‘most essential’ elements of a right. threowords,
core obligations are the elements that ‘encompassdsence of the right’ whereby
without them a right would lose its significarteBrigit Toebes notes that such

obligations must be guaranteed ‘immediately’ amtier any circumstance®. This

> P Hunt, The Right of Everyone to the Enjoyment of the HigA&tainable Standard of Physical and
Mental Health (Report to the UN General Assempi$1/338, 2006) 1-25, p. 1-25

% ECOSOCSubstantive Issues Arising in the Implementatich@fnternational Covenant on
Economic, Social and Cultural Rights’ in ‘CESCR @&t Comment 14 - The right to the highest
attainable standard of healt{E/C.12/2000/4, 2000), para. 10.

*Sibid., para. 43(d) and 44 (b),(c). Also, the CES@Bbgnizes access to essential medicines as a core
obligation because it used the primary health careponents defined in the Declaration of Alma-Ata
as a guide on essential elements of the rightattthe See Toebes, p. 676.

" Toebes, p. 676.
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contrasts with other non-core obligations of tlghtito health that are subject to
‘progressive realizatior?? which requires ‘deliberate, concrete and targeséeps in

an expeditious and effective manfierSuch non-core obligations would include the
other medicines that are not considered ‘essemtidiave yet to exist (e.g. treatments
for neglected diseases). Hence, as Paul Hunt ajad Rhosla conclude, ‘while a
state is required to progressively realize acaes®h essential medicines, it has a
core obligation of immediate effect to make essg¢mtedicines available and

accessible throughout its jurisdictidtt'.

Fulfilling the core obligation of access to essantedicines, however, can
pose a serious problem for developing countriessuch countries, the large
populations of impoverished and disease-strickdividuals who lack basic
necessities (such as food, water and shelter)i@a@dy causing a major strain on
government resources, among other domestic ecoramdisocial concerr?$. In
recognition of the disparate realities among coestiGeneral Comment 14 states:

For the avoidance of any doubt, the Committee veisheemphasize that it is

particularly incumbent on States parties and adlogors in a position to assist, to
provide international assistance and cooperatgpe@ally economic and

*8ibid, p. 675-676; ECOSOC., para. 30. (See als®EQC, para. 43. It explains that states are
expected to ‘ensure the satisfaction of, at thg least, minimum essential levels’ of the core
obligations to their respective national populagign

%9 An example non-core obligation that is subjecptogressive realization’ provided by the UN
Special Rapporteur for the Right to Health is tfatesearch and development for new medicines. See
Hunt, 'Neglected Diseases, Social Justice and HuRigints: Some Preliminary Observations', p. 10.

8 ECOSOC, para 31. See also Hunt, 'Neglected Dise&®cial Justice and Human Rights: Some
Preliminary Observations', p.10.

1 Hunt and Khosla, 'The Human Right to Medicines1q2.

2B Leach, J Paluzzi and P Munderri, 'Prescriptmmifealthy Living: Increasing Access to
Medicines' (2005) UN Millennium Project Task FoareHIV/AIDS, TB, Malaria and Access to
Essential Medicines (Working Group on Access tceBsal Medicines)
<http://www.unmillenniumproject.org/documents/TF®dicines-Complete.pdf> (12 July 2008), p.
114,
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technical which enable developing countries tailfthieir core and other
obligations

This comment emphasizes that industrialized natiansot ignore the current health
conditions in developing countries. Instead, & baen argued that states are
expected to meet their international assistancecanofderation duty to other
economically disadvantaged countries by helpingehmuntries in respecting,
protecting and fulfilling their core obligationsjch as access to essential medicfies.
If an industrialized nation fails to meet this galiion, it can be considered to have
neglected ‘to fulfil its international legal oblitians towards the right to healtf?.

This thesis focuses on the core obligation of ext@gssential medicines (AEM)
rather than the broader concept of access to nmedicwhich incorporates both core
and non-core obligations. Also, the duty of intgional assistance and cooperation

will be discussed in further detail a bit lateithis chapter.

Access to Essential Medicines as a Human Right

In addition to efforts to establish the legal badiaccess to essential medicines in the
right to health (as a derived right), there haseegrowing movement to recognize

access to essential medicines as a right in itdelaother words, to establish a ‘right

%3 ECOSOC, para. 45.

% According to the CESCR’s General Comment 14, aiemhold a ‘tripartite’ set of obligations
towards the right to health. These obligations'tareespect, to protect and to fulfil’ the riglat health.
See O Ferraz and J Mesquita, 'The Right to Healthtlae Millennium Development Goals in
developing countries: A Right to International Astance and Cooperation? ' (2006) Human Rights
Centre, University of Essex
<http://www.essex.ac.uk/human_rights_centre/re$ddhddocs/IAC_H_final.doc> , p. 15.

% Hunt, 'Neglected Diseases, Social Justice and IHURights: Some Preliminary Observations', p. 9.
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to essential medicines’. Much like the movemeh#t have transformed other
‘obligations’ into ‘rights’ in public discourse amdithin legal culture, there is an
interest in bringing a greater sense of legal staduhe issue of access to essential
medicines. For example, a notable event in tightrio essential medicines’
movement occurred in 2005 at a Montreal confer¢itied ‘Human Rights and
Access to Essential Medicines: The Way ForwardiisTonference brought together
individuals from governments, international agea¢iacluding WHO), non-
governmental institutions and academic institutimndiscuss and issue a formal
statement on ‘the human right to essential medititfeThe Montreal Statement
reaffirmed existing international standards by danb that ‘States Parties to
international human-rights treaties have a core@abbn to respect, protect, and fulfil
the right to essential medicines’ and that ‘[tjbage obligation requires immediate
and effective measures and is not subject to pssire implementatior?’ More
importantly, it drew attention to the fact that spe many resolutions and statements
of commitment in recent years, far too little hagi accomplished toward the
effective realization of ... the right to essentiaditines.®® Though the Montreal
Statement carries no legal power, it is symbola&sther significant step in the
recognition of access to essential medicines’ ingmme by explicitly declaring it as a
distinct right and solidifying state expectatiorfaurthermore, as a human right,
access to essential medicines would ‘become pam effort to develop standards of

achievement with respect to citizens’ rights withmnternational

% Canadian Coalition for Global Health Researche TWontréal Statement on the Human Right to
Essential Medicines" drafted at the University adireal. ' (2005) Canadian Coalition for Global
Health Research <http://www.ccghr.ca/default.cimgfse&content=accessmeds_news&subnav=news
>,

®7ibid., para. 4.

% ibid., para. 4
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community{emphasis added), which transcends the ‘prinaypllegitimacy within a
particular national stat&®. David Sidorsky boldly argues that such processes of
human rights formulation ‘asserts that universahmoor standards are applicable to
all human societies’ and ‘affirms that all indivals, solely by virtue of being human,

have moral rights which no society or state shaiidy’.”*

It is recognized that much of the rights-basedalisge on access to essential
medicines, as well as its related concepts (ieedtity of international assistance and
cooperation), is still working its way through légad policy scholarship. Whether a
proclamation of a ‘right to essential mediciness legal force remains a matter of
ongoing political debate, but there is growing g@taace and use of the phrase
amongst members of the international community ¢t&te officials, NGOs and
activists, and academic®).This recognition of ‘access to essential medicimssa
human right can be attributed to several persuasiyements First, access to
essential medicines is argued to be a grave nHttifie or death’ for individuals and
framing it in the terms of ‘human rights’ helpseievate attention to its critical

status”® Because public health increasingly relies oretkistence and continuing

9H Steiner and P Alstompternational Human Rights in Conte@larendon Press, Oxford 1996), p.
327.

® David Sidorsky is a Professor of Philosophy atu@ddia University.
L Steiner and Alston., p. 300.

"2 The ‘right to essential medicines’ (or the ‘rightmedicines’) has been used in the writings of Dr.
Hans Hogerzeil (Director of Essential Medicines &mérmaceutical Policies at WHO), Prof. Paul
Hunt (former UN Special Rapporteur on the Righttiealth), Prof. Stephen Marks (Harvard
University), Prof. Thomas Pogge (Yale Universitghowledge Ecology International, Médecins Sans
Frontieres, and others. (See also WM O Policy Perspectives on Medicir@s 03, 2001 -
Globalization, TRIPS and Access to Pharmaceut@@ld ). In this document, the WHO states ‘access
to essential drugs is a human right'’.)
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growth of certain medicines for survival, it is ieeled to ‘{[make] sense to incorporate
such interventions into our concepts of basic ggfft Furthermore, the expression of
access to essential medicines as a human righieisriipl special importance, status,
[and] priority’; thus allowing it to potentially fttmp’ other competing issues such as
intellectual property rights Second, stating a right to essential medicinesshelp
create state obligations and individual entitleraeatthese public good8. Third, the
rights-based approach to essential medicines belpmote ‘a merely ethical
valorisation to be overcome in favour of the aniglys actions adopted in the
framework of public health in a context of legafaweability’.”” Essentially, the use
of a human rights framework ‘provides new toolsdaanlysis, action, accountability,
alignment of policies, and advocacy’ to guide state the problem of access to
essential medicin€d. Fourth, access to essential medicines is coresicer
fundamental element for compliance with the humgintto health (as discussed
earlier in terms of core obligationS).Since ‘most countries have acceded to at least

one global or regional covenant or treaty confirgniine right to health’, it is argued

3B Pecoul, '25th Anniversary of the Essential Mais List: Access to essential medicines of the
future' (2002 ) <http://www.accessmed-
msf.org/prod/publications.asp?scntid=7112002164&466tenttype=PARA& > .

4 J Kahn, 'Rights and practical access to medidi@pscial Theme — Intellectual Property Rights and
Public Health Round Table Discussion)' (2006) 848@lletin of the World Health Organization 409.

> Nygren-Krug and Hogerzeil, p. 410; V Leary, 'ThiglR to Health in International Human Rights
Law' (1994) 1 (1) Health and Human Rights: An Intgional Journal 24, p. 35.

"® Hogerzeil, 'Access to essential medicines as anuight’, p. 25. See also Pecoul.

"X Seuba, ‘A human rights approach to the WHO Maiktlof Essential Medicines' (2006) 84 (5)
Bulletin of the World Health Organization 405, 054

8 Nygren-Krug and Hogerzeil, p. 410.

9 Kahn, p. 409. See also Seuba, p. 405.
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that essential medicines need to be recognizedias\ative right of the well-

recognized human right to heafth.

International Assistance and Cooperation according to
International Human Rights Law

The state obligation to provide international @ssise and cooperation has long been
an area of debate among academics. While some hogghfast to the notion of state
sovereignty and the idea that states hold huméutsrigbligations only in relation to
their own citizens, the impacts of globalizatiovéd&ed many to reassess the
significance of national boundaries. In additioome argue that state obligations of
international assistance and cooperation were dieigiby the drafters of international
human rights laws as the obligation can be fountienkey documents, including:
Articles 1(3), 55 and 56 of the UN Charter; Artgl22 and 28 of the UDHR; and
Articles 2(1), 11(2), 11(2), 15(4), 22 and 23 o¢ IRESCR. Sigrun Skogly believes
that, because these obligations are insufficiengitpgnized and have rarely been
invoked, there is a need to ‘rediscover or uncolrese obligations’ from the body of

international human rights lafV.

For example, an important source of internatiosalstance and cooperation
is found in Article 2(1) of the ICESCR, which rergs ‘[e]ach State Party to the
present Covenant undertakes to take steps, indilydand through international

assistance and cooperation, especially economiteghdical, to the maximum of its

8 Hogerzeil, 'Essential medicines and human righitsat can they learn from each other?', p. 371.

81 5 Skogly,Beyond national borders: States’ human rights adiigns in internationa(Intersentia,
Anterwerpen, Netherlands 2006), pp. 13 and 30.
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available resource&® The ‘elusive and complex’ nature of this statemeifiich can
be attributed to diplomatic negotiations, was ndigdhe CESCR and led to
clarification under General Comment No. 3 on ‘Tla¢une of states parties’
obligations’®® General Comment No. 3 explained that those whitedtéhe ICESCR
intended that the statement of ‘to the maximumsévailable resources’ apply not
only to the resources within a state but alsohlose available from the international
community through international cooperation andstasce™* In addition, the UN
Special Rapporteur on the right to health has esipbd the ICESCR’s Atrticle 2(1)
in relation to the right to health and explicithates that the right ‘gives rise to

responsibilities in relation to international assice and cooperatiof?.

Yet, in what manner should developed countriesstasid cooperate? To
address this question, the tripartite classificabbobligations (i.e. to respect, to

protect, and to fulfil) has been used to elabooat¢he developed country duty of

international assistance and cooperation in grektil®® The duty to respect, which

82 "International Covenant on Economic, Social antiu®al Rights (adopted on 16 December 1966,
entered into force 3 January 1976))', Art. 2(196@).

8 M Carmona, 'The obligations of ‘international assince and cooperation’ under the International
Covenant on Economic, Social and Cultural Rightgo&sible entry point to a human rights based
approach to Millennium Development Goal 8' (2009)1) International Journal of Human Rights 86.,
p. 88.

8 ECOSOC, 'General Comment No. 3, The Nature oeStaarties’ Obligations' (1990) UN
Committee on Economic, Social and Cultural Rightd, Doc. No. E/C.12/1991/23 , para. 13.

8 P Hunt, 'The UN Special Rapporteur on the Right¢alth: Key Objectives, Themes, and
Interventions' (2003) 7 (1) Health and Human Rights International Journal 1, p. 4. (The UN
Special Rapporteur points to an International Cofidustice judge’s dissenting opinion in the
Advisory Opinion on the Legality of the Use By at®tof Nuclear Weapons in Armed Conflict, where
the judge cited the ICESCR's article 12 and stétenll be noted here that the recognition by &t

of the right to health is in the general terms thal recognize the right of “everyone” and not eher

of their own subjects. Consequently, each Stabbligated to respect the right to health of all
members of the international community.” See sd@nting Opinion of Judge Weeramantry' (1996)
ICJ Reports <http://www.icj-cij.org/docket/files/&317.pdf> , p. 144.
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has been called a ‘classic’ human rights obligatiefers to the requirement that
states ‘avoid measures that hinder or preventrifeyment of ... rights in another

state’®’

Such measures would include a state’s foreigreigsliand any aspects that
might interfere with the realization of rights adts of the state. The duty to protect
requires that states take account of human rightiseir actions as members of
international organizations as well as when engeinto bilateral and multilateral
agreement& It also calls upon states to ‘take measures tegntenon-state entities
under their jurisdiction from interfering with tlemjoyment of the ... rights abroaty.
Such non-state entities include private corporatitiat reside within their national
jurisdiction, but operate internationally or haveimpact on other states, and
measures to prevent them can take the form of dieriegislation to regulate their
activities. The duty to fulfil has been definedtlas obligation of the state to take
positive steps by facilitating, providing, and prating human rights in other stat®&s.
This particular duty has been considered contraaleigiven its emphasis on positive
state action in other countries, but is gainingeatance in the human rights
community as a ‘secondary or subsidiary obligaftbat] ... applies if the domestic
state for reasons beyond its control fails to f@fionomic, social, and cultural rights’

and when ‘measures taken to respect and proteapamfficient’™*

8 carmona, pp. 89-94; Skogly, pp. 66—72; FerrazMesquita, p. 15; Hunt, 'The UN Special
Rapporteur on the Right to Health: Key Objectivilsemes, and Interventions', p. 4.

87 Skogly , p. 66; Carmona, p. 90.

8 Carmona, p. 91.

¥ ibid.

Dibid., p. 92.

%1 Skogly, p. 71; W Vandenhole, 'EU obligations fevdlopment: extraterritorial obligations under the
ICESCR'in M Salomon, A Tostensen and W Vanden{exds)Casting the net wider: Human rights,

development and new duty-bearérgersentia, Antwerp 2007); W Vandenhole, 'Is éharegal
obligation to cooperate internationally for devetemnt?' (2007) Convention of the Rights of the Child
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International Assistance and Cooperation (IAC) Stan  dards for
Access to Essential Medicines

From the previous review of different ethically dadally based assertions, there are
a strong series of arguments that developed cegrttold obligations of international
support for the norm of access to essential megscjAEM). Yet, despite the
allusions to essential medicines in internatioaald and its backing by different
ethical arguments, there continues to be ambiguiiynd the specific international
roles and responsibilities that should be met hiest This issue has prompted
numerous authoritative, but nonbinding, interpregastatements that aim to clarify
and expand upon references to essential mediginaternational agreements,
especially given emerging global health trendsiasdes. Such statements include:
the UN Committee on Economic, Social and Cultuiigh®s General Comment £3,
the UN Commission on Human Rights Resolution 208372Vorld Health Assembly

Resolution WHA55.14% the WTO Doha Declaration on TRIPS and Public HeAlt

(CRC) — Report to General Day of Discussion
<http://www.crin.org/docs/Vandenhole%20Internati®ha0Cooperation.pdf> , p. 1.

92'The Right to the Highest Attainable Standard eflh’ (Article 12 ICESCR). See , ‘International
Covenant on Economic, Social and Cultural Righteofded on 16 December 1966, entered into force
3 January 1976))' .

9 UN, 'Access to medication in the context of panidsrauch as HIV/AIDS, tuberculosis and malaria
(2003) ' (2003) UN High Commissioner for Human RglE/CN.4/2003/L.11/Add.3

% WHO, 'Ensuring Accessibility to Essential Medicn&/HA55.14)" (2002)
<http://www.who.int/gb/ebwha/pdf_files/WHAS55/ewhaBapdf > (10 Jan 2007).

% WTO, 'Declaration on the TRIPS Agreement and RuBéalth' (2001) World Trade Organization,
WT/MIN(01)/DEC/WI/2 (14 Nov 2001).
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the UN Millennium Development Goal8 Montreal Statement on Essential
Medicines as a Human RigHtand the reports of the UN Special Rapporteur en th

Right to Health’

The guidance offered by these sources can be Synéiako develop a single,
coherent set of international standards for deeapuntries on access to essential
medicines. The theme of international assistandecaoperation (IAC) as a duty,
which was found across almost all interpretativelgnice on access to essential
medicines, presents a critical set of standardmthrstrialized nations. By applying
the comprehensive guidelines listed in the CES@®seral Comment No. 14 as a
foundation, the discussion below details the I1A&hdards that developed countries

must address:

(1) To respect access to essential medicines in othartges, and to prevent
others (i.e. third parties) from violating this not’

This is a critical standard which obligates Staiesefrain from interfering directly

or indirectly’ with a developing country’s efforts achieve access to essential

% Two particular Millennium Development Goals (MDGs)ply to the issue of access to essential
medicines. MDG #6 combats HIV/AIDS, malaria, ardes diseases. In addition, MDG #8 aims to
develop a global partnership for development. S8l Millennium Development Goals'
<http://www.un.org/millenniumgoals/> (10 Apr 2007).

97 Canadian Coalition for Global Health Researchtaritreal Statement on Essential Medicines as a
Human Right' (Human Rights and Access to Esseltilicines: The Way Forward 2005).

% Grover; HuntThe Right of Everyone to the Enjoyment of the HigA&tainable Standard of
Physical and Mental Health (Report to the UN Geh&ssembly) P Hunt,UN Special Rapporteur on
the right of everyone to the enjoyment of the rsgh#ainable standard of physical and mental Healt
(UN Economic and Social Council, E/CN4/2003/58 2003

% ECOSOC Substantive Issues Arising in the Implementatichefinternational Covenant on
Economic, Social and Cultural Rights’ in ‘CESCR @eth Comment 14 - The right to the highest
attainable standard of health’para 39.
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medicines®® At the same time, it asks industrialized natitm$protect’ access to
essential medicines in developing countries by gméwug third parties (such as
pharmaceuticals or other countries) that may iaterfvith this fundamental
component of the right to heaft. Such guidance is critical in understanding

industrialized nation obligations in regards to W&O TRIPS Agreement.

According to the Doha Declaration on TRIPS and ubéalth, developing
countries have the right to exercise TRIPS flekibs in recognition of their public
health needs. First, countries have ‘the rightremgcompulsory licences and the
freedom to determine the grounds upon which swemdes are grantet’? Second,
countries’ ‘practices relating to parallel importat cannot be challenged under the
WTO dispute settlement system [and] ... each Mentb#&ee to establish its own
regime [for the use of parallel importation] ... watit challenge’® Hence,
industrialized nations should refrain from intenfigrin developing country activities
to apply compulsory licensing or parallel imporbatifor access to essential
medicines. For example, certain practices (sudhaede watch lists or trade sanctions)
would effectively pressure trading partners, esgdcdeveloping countries, into
acting in accordance with another country’s prefees in order to gain or maintain a
favourable trading positionFurthermore, industrialized nations should prewehers

(e.g. pharmaceutical companies) from interferingunh activities as well.

10 pid, para 33.
% ipid.
192\WTO, 'Declaration on the TRIPS Agreement and Rutiéalth' .

193 pid.
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(2) To facilitate access to essential medicines inratbantries, whenever
possible, and to provide the necessary aid in tiofiesnergency**

In recognition of the limitations of developing edtes’ abilities ‘to fulfil’ their core
obligations (e.g. access to essential medicine)eio populations, it follows that an
associated IAC duty calls upon industrialized nagitio support to fulfil’ access in
those countries. Furthermore, in situations oféegency’, it is emphasized that
industrialized nations have a responsibility totcbite to ‘the maximum of [their]
capacities’® The CESCR notes that other countries’ emergereia ‘collective
responsibility’ at an international level becauseme diseases are easily
transmissible beyond the frontiers of a Stdf& Though General Comment 14 does
not clearly define what qualifies as situationgwfergency, other international
guidance has stated that countries have ‘the tigtietermine what constitutes a
national emergency or other circumstances of exdrergency’ and that such cases
can be understood to include ‘HIV/AIDS, tubercuspsnalaria and other
epidemics®’

(3) To ensure that access to essential medicinesnsegraue attention in

international agreements and to consider the dpusdat of further legal

instruments!®®

194 ECOSOCSubstantive Issues Arising in the Implementatich@fnternational Covenant on
Economic, Social and Cultural Rights’ in ‘CESCR @eth Comment 14 - The right to the highest
attainable standard of health, para 39. See also UN, 'Access to medicatidhércontext of
pandemics such as HIV/AIDS, tuberculosis and malg2D03) * .

195 ECOSOC Substantive Issues Arising in the Implementatich@international Covenant on
Economic, Social and Cultural Rights’ in ‘CESCR @&t Comment 14 - The right to the highest
attainable standard of health’para 40.

1% ibid.
Y7WTO, 'Declaration on The TRIPS Agreement and Rutiéalth’ , para. 5(c).

198 ECOSOCSubstantive Issues Arising in the Implementatich@finternational Covenant on
Economic, Social and Cultural Rights’ in ‘CESCR @eth Comment 14 - The right to the highest
attainable standard of health’para 39. See also WHO, 'Ensuring Accessiltitit¥ ssential Medicines
(WHAS55.14)" ; UN, 'Access to medication in the aitof pandemics such as HIV/AIDS, tuberculosis
and malaria (2003) '.
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Industrialized nations are urged ‘to develop andl@ment national strategie$®
including legal measures, that ‘safeguard or prefratcess to essential medicifi&s.
Though many States have acceded to numerous itiraleagreements recognizing
obligations to assist and cooperate in the promisicaccess to essential medicines,
such agreements are often not ratified at the maltievel and, in consequence,
ignored and often relegated to rhetoric. Thisssamdard that requires greater
attention and evaluation.
4) To ensure that no international agreement or palaersely impacts upon
access to essential medicif&s.
As parties to numerous current international agezds) as well as potential future
agreements, States need to ensure that no adveeseires within the agreements
will hinder access to essential medicines. Furntteee, States should never apply
restrictions on the supply of essential medicimesrnother State as a tool of political
or economic pressure — such as embargoes, pobti¢hkological ideology, or other
similar measure§:? This has been an issue in some countries’ fonedgicy and the

tendency for corporate protectionism through tieaton of ‘TRIPS-plus’ provisions

199N, 'Access to medication in the context of panigsrauch as HIV/AIDS, tuberculosis and malaria
(2003) '.

105hid.

11 Hunt, The Right of Everyone to the Enjoyment of the HigAgainable Standard of Physical and
Mental Health (Report to the UN General Assemblee also ECOSOGubstantive Issues Arising

in the Implementation of the International CovenamtEconomic, Social and Cultural Rights’ in
‘CESCR General Comment 14 - The right to the higattainable standard of health’para 39.; UN,
'Access to medication in the context of pandemich ss HIV/AIDS, tuberculosis and malaria (2003) '
. In Paragraph 41 of General Comment 14, the cttimenalso notes that States should ‘refrain at all
times from imposing embargoes or similar measwessicting the supply of another State with
adequate medicines and medical equipment.’

112 ECOSOCSubstantive Issues Arising in the Implementatichefnternational Covenant on
Economic, Social and Cultural Rights’ in ‘CESCR @eth Comment 14 - The right to the highest
attainable standard of health’para. 41.
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(i.e. measures that go beyond what is required®§PE) in bilateral and regional
trade agreements with developing counttés.
(5) To ensure (by way of membership) that the actidnsternational
organizations take due account of access to eaberetlicines*
International organizations, such as the World the@rganization (WHO), the
World Trade Organization (WTO) and World Bank, péaiical roles in setting
policy and handling international agreements thatiofluence access to essential
medicines in developing countries. States carthese membership status within
these international organizations to ensure thagsscto essential medicines is
properly accounted for in the activities of suchamizations. For instance, the
WTQO'’s activities in setting minimum standards floe fprotection intellectual property
rights (i.e. Agreement on Trade-Related Aspecisitellectual Property Rights
[TRIPS]) have a significant impact on developingities’ access to medicines.
Member states have worked to ensure that TRIPS:asked the issue of access to
essential medicines through a subsequent clarifi@ statement known as the
Doha Declaration on TRIPS and Public Health.
(6) To provide an environment that facilitates theifolént of responsibilities in
access to essential medicines by other attdrs.
Though states possess primary accountability ®ritfht to health, the General

Comment also emphasizes that ‘all members of so@essess certain

3 These issues will be discussed in Chapter 5.

14 ECOSOCSubstantive Issues Arising in the Implementatich@international Covenant on
Economic, Social and Cultural Rights’ in ‘CESCR @eth Comment 14 - The right to the highest
attainable standard of health’para 39.; UN, 'Access to medication in the cxindé pandemics such
as HIV/AIDS, tuberculosis and malaria (2003) .

15 ECOSOCSubstantive Issues Arising in the Implementatiche@fnternational Covenant on
Economic, Social and Cultural Rights’ in ‘CESCR @eth Comment 14 - The right to the highest
attainable standard of health’para 42.
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‘responsibilities towards the realization of thghti to health®'® In the case of access
to essential medicines, other societal actors raminclude: intergovernmental and
non-governmental organizations, health professgmalil society organizations, and
private industry. The CESCR notes that in ordettiese actors to fulfil their
responsibilities, states have an obligation tovpte an environment which facilitates
the discharge of these responsibilitiés’. For example, the United Kingdom has a
duty to create an equal opportunity for health @sefonals to participate on
government advisory committees pertaining to essemedicines policies, which is

a privilege that the pharmaceutical industry cutyeenjoys.

As a few concluding thoughts on these internatigtehdards, while IAC
standards for AEM exist, the wide array of auttative documents from which they
had to be drawn could make it difficult for statesiotice and acknowledge with
them. A review of the various aforementioned doents revealed a general
consistency in IAC expectations, which are addissest comprehensively by the
CESCR'’s General Comment No. 14. However, for inppses of state
implementation, it would be best to present a gingbherent set of standards from

which states can report on or be criticized against

The array of authoritative guidance indicates &heehte movement by the
international order to crystallize the elusive coitnments of industrialized nations.
The acceptance of these international standardg\rey, still faces significant

challenges due to its heavy basis on socio-econnogtits. As the former UN Special

18 ipid.

" ibid.
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Rapporteur notes, ‘[a]lthough the right to headtlfia] fundamental human right, with
the same international legal status as freedoraligion or the right to a fair trial, [it]
is not as widely recognized as these other civl palitical rights.**® In addition,
other conflicting or competing foreign policy coneg (e.g. international trade and
development) may be granted special preferenceAlzbt because of their impact
on national economic or security interests. Chaptsill illustrate how this issue is

dealt with through the processes of socializatioth @ther institutional mechanisms.

Research Aims & Approach

AEM has become a well-recognized norm with a shyiidg set of international
standards for assistance and cooperation by deactlopuntries. IAC standards for
AEM can be derived from a broad set of ethical argnts and a progressive
interpretation of international human rights pemtag to health and HIV/AIDS. The
problem, however, is that current efforts and atiies by developed countries are not

meeting the critical ‘access’ needs of developiogniries as indicated earlier.

Given the widespread recognition of AEM as an magional norm and the
significant body of research literature that hagrged in recent years justifying IAC
for AEM, the academic focus on AEM is now shiftingm discussing ‘points of
principle’ to the issue of practical implementatioh In recent research on the

implementation of AEM, much of the focus has beenhe national constitutions and

18 Hunt,UN Special Rapporteur on the right of everyonéhtoeénjoyment of the highest attainable
standard of physical and mental healtpara. 38.

19 Hogerzeil, 'Essential medicines and human righibst can they learn from each other?', p. 371.
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laws of developing countri&®and the technical intellectual property issdethey
face under the international trade agreem&AtsVhile the study of these issues is
critical, the general body of implementation litewra is incomplete because of the
gap in research addressing the critical problemes#k and inconsistent international
support (i.e. international assistance and coojpenafor implementation by
developed countriesMuch of the national implementation research mestiaccess
to essential medicines as a ‘core compon&nbut the lack of adequate resources
and international cooperation makes it difficult éeveloping countries to address
the obligation immediately - or anytime in the nkaure?* Numerous international
commitments have been made by developed courieshe follow-through has
been considered ‘abysmal’ and many of the statesraetnow viewed as largely
rhetoric’?® Furthermore, there have been cases where develsigites are hindered
in addressing access to essential medicines dihe tactions or policies (e.g. bilateral

trade agreements and politically-motivated foreageistance programmes) of

120 Hunt, The Right of Everyone to the Enjoyment of the HigA&ainable Standard of Physical and
Mental Health (Report to the UN General Assembiyge also Hogerzeil and others, 'Is access to
essential medicines as part of the fulfillmentha tight to health enforceable through the courts?’

121 These technical issues include the use of compulEensing and parallel importation of
medicines.

122 E Ghanotakis, 'How the U.S. Interpretation of Méities Inherent in TRIPS Affects Access to
Medicines for Developing Countries' (2004) 7 (4)idw@l of World Intellectual Property 563. See also
D Matthews, "WTO Decision on Implementation of Rgaph 6 of the Doha Declaration on the TRIPS
Agreement and Public Health: A Solution to the égxto Essential Medicines Problem?' (2004) 7 (1)
J Intl Economic L 73.

123 Core components must be provided ‘immediatelyd are not subject to ‘progressive realization’.
124\WHO, WHO Policy Perspectives on Medicines

125 |International Treatment Preparedness Coalitioissig the Target #3: Stagnation in AIDS
treatment scale up puts millions of lives at rigecond six-month update to ITPC’s AIDS treatment
report from the frontlines, Report ITPC websité006)
<http://www.aidstreatmentaccess.org/mtt3_final.pdf>*eb 2009); E Rosenthal, 'Efforts to Treat
AIDS Falling Short in Poor Countries, Report Saysiv York TimefNew York City Nov 29, 2006);
Barry and Raworth.
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developed countries. Hence, these issues reezdical research gap where there is
a need to consider the problem of developed cagiimplementation of

international assistance and cooperation for AEMeweloping countrie¥°

The research aim of this thesis is to understamddeveloped countries may
be influenced to implement IAC standards for AEMha view to the improvement
of international governance over this issue. Tin®lves the analysis of three sub-
questions. First, what is the current internatiavder governing access to essential
medicines? Second, what are the processes ancdim&tis that the international
order has used to influence developed countriehandhave the countries
responded7hird, is there an alternative approach to theesurgovernance structure
that could lead to improved implementation of intgronal assistance and

cooperation by developed countries?

Thesis Overview

My thesis seeks to address these research quetiirongh a socio-legal analysis of
the IAC implementation for AEMTo address the first question about the current
international order, | present my theoretical framek (in Chapter 2) which serves to
help me understand and assess the components amadtehistics of the international
order for AEM and how it influences states in theiplementation. This framework
guides the course of my analysis in the followihgmters, which discuss the main

institutions found in the current international erdor access to essential medicines

16t is noted that my use of the term ‘developedntoes’ is applied to the category of highly-
industrialized nations, such as the United Staleged Kingdom, Switzerland, Japan, Germany and
France. | limit the use of the term to these coestbecause of their high level of economic pragpe
and the large size of their pharmaceutical indestriThis term will be used interchangeably with
‘industrialized nations’ throughout this thesis.
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and their interactions with each other, states,adhdr associated actors (i.e.
nongovernmental organizations and businesses)traimework draws upon relevant
literature and research from the social scienwbg;h include the concepts of: norm
implementation, international orders and globalegoance; institutions (and their
component factors); and institutional interactiansl conflicts (e.g. overlap and

parallelism)

For my empirical research, | analyze the main imagonal institutions
involved in access to essential medicines - sjpatly medicines for HIV/AIDS
(antiretrovirals)*?” These institutions include the World Health Oiigation (WHO),
the World Trade Organization (WTO), and three depeient-related agencies (i.e.
first the World Bank and then the Joint United Was Programme on HIV/AID'S®
and the Global Fund for HIV/AIDS, Tuberculosis avidlaria®®). | consider the
involvement of these main institutions individuadly well as their interactions with
each other. My discussion of the WHO, which isered in Chapter 3 (The
International Institution for Health), analyzes tMHO as an institution and attempts
to understand the reasons behind its lack of lshd®im the realm of global health.
Through a review of its current mandate, legal pgwand other unofficial
mechanisms) to influence states, and the histousalof these powers, this chapter
assesses the internal and external challenges ligcde WHO as an international

institution for health and in its involvement oacess to essential medicines.

1271t was determined that tracing IAC for AEM in tesrof governance and implementation would
require a particular focus for the purposes of mpieical research. Access to medicines for

HIV/AIDS (i.e. antiretrovirals) provides a fittingrea for study given its extensive history of atfiat
the international and national levels as well asdtent institutional and state-level developments

128t is also known as ‘UNAIDS’.

1291t is also referred to as ‘the Global Fund'.
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In Chapter 4 (Conflicting International Regimes 0&&M), | discuss how the
lack of leadership by the WHO has permitted othajominternational institutions to
enter the realm of global health and dominate theemance of access to essential
medicines. These include the institutions fornmégional trade and development. In
terms of international trade, the World Trade Orgation (WTQO) exercises strong
control over access to essential medicines by mestates through the application of
a powerful legal treaty known as the Agreement madé&-Related Aspects of
Intellectual Property Rights (TRIPSWith regard to international development, three
major development-related agencies (i.e. the WBddk, UNAIDS, and the Global
Fund) have entered the global health space intampt to address HIV/AIDS due to
its extreme devastation upon developing countigesell as the initial lack of
funding and attention. The problem in both scersafi.e. access to medicines under
international trade or development) is that theggoance of AEM (including
international assistance and cooperation effods)decome convoluted by the
overlapping, and often competing, interests impdsedther institutions. This
chapter also identifies the areas of dominancénbyrtternational institutions for
trade and development over access to medicinearaalgzes their interactions with

the international health institution.

For the second sub-question on state internatessastance and cooperation,
my thesis analyzes state norm implementation uthgecurrent international order.
Theoretically, a state may engage in norm impleatent through a progressive

series of phases whereby it is influenced by irsleand external pressures to create
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or alter its policies, laws, and activities in rgoiion of an international norfi® My
research analyzes the implementation of IAC statsdfor AEM by developed
countries through a study of the United KingdonChmapter 5. While state actors
may commit to support and implement certain inteomal health norms, this process
is not always straightforward. State actors, en¢hse of AEM, can implement norms
in an interpretive fashion and in a manner that bets their interests. Yet, there are
ways that states could be influenced in their im@atation by international
institutions and non-state actors (i.e. nongovemal@rganizations and businesses)
through the processes of socialization, monitoand reporting, investigations,
arbitration, activism, lobbying, joint programmdlaboration, and other mechanisms.
The chapter looks at the approaches towards impittien taken and how the state

has progressed in meeting IAC standards underufiert international order.

To address the third sub-question, my thesis iflestalternative approaches
of governance, which could enable greater inteonatiassistance and cooperation in
access to essential medicines. Given that the BSSAEM does not exist in a static
world, a few recent efforts within the internatibnader have emerged in an attempt
to rectify the problem. In Chapter 6 (Emerging Gdpes in Governance), | conduct an
evaluation of these recent efforts and note thetstimings of and challenges for
each. An initiative addressing the internationalltreinstitution’s interactions with
the trade and development institutions is discuasestell as the potential for greater
international human rights institutional involvemenhe first trade-related initiative
is the WHO's Intergovernmental Working Group on RuBlealth, Innovation and

Intellectual Property, which allowed the WHO towseas a forum for discussion on

130 This will be explained in Chapter 2 on the theiosdtframework for analysis.
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trade and intellectual property matters pertaincmedicines and has resulted in a
new WHO resolution (titled the Global Strategy &tidn of Action on Public Health,
Innovation and Intellectual Property). The seconidative discussed is the
UNAIDS’ Global Task Team, which sought to improvéd& coordination among
multilateral and international donors. This irtitte was sponsored by UNAIDS and
involved an array of actors (such as the WHO, tleléMBank, U.S., U.K., and
several NGOs). Both initiatives are being impletednbut there are initial
indications (based on reports and interviews) @iggrimplementation stalemates
and various remaining unaddressed concerns. rirstef international human rights,
the UN’s Committee on Economic, Social and CultiRights holds the potential to
address IAC for AEM implementation given its conmceith the right to health. The

chapter explores its powers and the role thatntpiay.

Finally, in Chapter 7 (Conclusion), | provide a suary of my thesis and
concluding reflections. In the sections leadingathis chapter, | provide a
description and discussion of the current stagosernance over AEM, the problems
within the current system (in terms of the instdos, interactions, and state
implementation), and the emerging alternativegitiress these issues. This chapter
reflects upon issues highlighted and the potemtipfovements to be made in IAC

for AEM.

The empirical research for this thesis entailedralmnation of observation,
interviews and personal communications, and prirsatyce information collection.
As AEM is an issue that has evolved over time (egllg in the last decade and a

half), it was necessary to engage in some hisiagsaarch on the subject in order to
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understand how the international order has becohat wvis today. (This is apparent
in parts of Chapters 3 on the WHO, Chapter 4 otitii®nal Interactions, and
Chapter 5 on the national case studies.) Fieldwas conducted at the World
Health Organization in order to observe its operetiand its interactions with
external groups (i.e. member states and othetutistis). A series of semi-structure
interviews and personal communications were comadluotver the course of my
research. To supplement my observations, intes/ewd communications, |
attended a series of invitation-only presentatemmd public talks to gather more
information. A number of primary sources were alsed in my research and
typically provided by those who | communicated widlie to their close involvement
with or leadership over different committees, pesgmes, etc.). These sources
include: reports, memos, meeting minutes, workiaggps, and other organizational

documents.
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Chapter 2: THEORETICAL FRAMEWORK FOR
ANALYSIS

Introduction

This chapter establishes a theoretical framewakhil be used for the analysis of
IAC for AEM governance and implementation. As ddsd in the last chapter, this
thesis seeks to understand how developed countrebe influenced to implement
IAC norms for AEM with a view to the improvementiaternational governance over
this matter. Three sub-questions were identif@dle analysis of this issue: (1) what
is the current international order governing actesssential medicines; (2) what are
the processes and mechanisms that the internabashed has used to influence
developed countries and how have the countrieoneigal; and (3) what is an

alternative approach to the current governancetstre.

To address these three questions, the theoratasakfvork developed in this
chapter draws upon concepts from a range of aneh® isocial sciences research
literature including international relations, orgaational theory, international law,
human rights, and sociology. The first part a$ tthapter provides a general
background discussion on how ‘norm implementattari be approached, which
explains the structure of my analysis around thedanponents of standards,
institutions, and processes. An understandingpahnmplementation relies upon a
study of the international dimension as well as dstic level activities. Hence, in the

second half of this chapter, a framework is estaklil to analyze the governance of
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AEM by the international order as well as its iatgrons and potential influence upon

states in trying to influence them towards the enpéntation of IAC norms.

For the purposes of this thesis, it is importantl&mify my use of the term
‘implementation’. The human rights literature tend discuss a state’s
implementation of norms for the benefit of its owitizens rather than those located
outside the country. This thesis, however, is eomed with a state’s implementation
of IAC standards for the realization of AEM in otle®untries. This approach
challenges the narrow view held by some schdf&nsho believe that nation states
only possess obligations towards their own citizevist, as discussed in Chapter 1
(Introduction), AEM actually entails significantteérnational responsibilities and such
extraterritorial obligations are increasingly beirggiscovered’ to support the

realization of rights>?

An Approach to Norm Implementation

A key question with regard to IAC for AENF is how it can be implemented or, in
other words, put into effect by developed countrigssocio-legal scholarship,
implementation has been defined as ‘the procesghigh standards are made

effective in the actions and decisions of thosetiom they apply*** Henry Steiner

131 J DonnelleyUniversal Human Rights In Theory & Practi¢2nd edn, Cornell University Press,
Ithaca 2003).

132 Skogly, p. 13 and p. 30.

133 As noted in Chapter 1, | will be using abbreviafeuns for ‘access to essential medicines’ (AEM)
and ‘international assistance and cooperation’ jl&Che thesis.
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and Philip Alston more specifically define it asétmeans by which ... [norms] can be
given effect and governments can be held accountalfllfil their obligations™*®

Yet, these definitions lead one to ask what aréglexzesses’ and ‘means’ exactly?
Also, what holds national governments accountatte&pproaching such questions,
Denis Galligan and Deborah Sandler have identifiad norm implementation
depends upon ‘a system of standards, institutemd processes ... designed to control
the actions of those involved in certain activiiie®rder to achieve certain goafs®.
These key components of (1) standards, (2) institaf and (3) processes deserve

attention and explanation.

With regard to the first component, normativenderds set out ‘shared
expectations about [the] appropriate behaviour bgld community of actors®’
They also serve to ‘both constrai[n] and enablfgioa by defining the boundaries of
acceptable behavioul® Hence, standards not only provide the basis frdich
states can be evaluated, criticized, and perst&tamat also ‘the power to mobilize, ...

justify, and ... legitimize action*?® Standards can be declared at the international

134D Galligan and D Sandler, 'Socio-Legal Perspestive Human Rights in the National Context' in S
Halliday and P Schmidt (edsjJuman Rights Brought Home: Socio-legal Perspeciivesluman Rights
in the National ContextHart Publishing, Oxford 2004), p. 29.

135 Steiner and Alston, p.248.

136 Galligan and Sandler, p. 26. Michael Freeman miakes the analogy between the human rights
system and regulatory regimes. See also M Freelthanan Rights: An Interdisciplinary Approach
(Polity Press, 2003), p. 95.

137 M FinnemoreNational Interests in International SocietCornell University Press, Ithica, NY
1996), p. 22.

138 youde, p. 417.
139 Galligan and Sandler, p. 27.

140 A Hurrell, On Global Order: Power, Values, and the Constimtad International Societ{Oxford
University Press, Oxford, UK 2007), p. 18
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level through laws, commitments, or guidance, haytneed not always be formally
codified - ‘though they may eventually be [formati§.*** In order to translate
principles and norms (such as those described apteh1) to a lower level of
abstraction, rules are typically generated. Ruwsgefined by Laurence Helfer,
‘encompass the specific prescriptions and prosonptby which ... principles and

norms are given effect*?

The second component, institutions, plays a cemngtalin facilitating the
implementation of international standardsccording to Douglas North, institutions
are the ‘framework’ for generating rules and keggsaciety in alignment with
them*® Institutions can take various forms, ranging frimmmal organizations to
informal networks, and their attributes (‘such ammmbership and voting rules, scope
of issues covered, resources allocated, centralizat tasks, flexibility of applicable
rules, control mechanisms, and permeability to si@te actors’) will diffet** In
addition, standards sometimes give rise to thetiorear involvement of multiple
institutions in supervision. This is a criticadige that needs to be addressed in
implementation for it could lead to highly detrimb@inproblems in coordination and
overlap over authority, administration, finances,'&® (The various forms and

characteristics of institutions are explored inagee detail later in this chapter.)

4youde, p. 417

142|_ Helfer, 'Regime Shifting: The TRIPs Agreement &tew Dynamics of International Intellectual
Property Lawmaking' (2004) 29 (1) Yale Journalri&rnational Law 2, p. 11.

143D North, Institutions, Institutional Change, and EconomiafBenance(Cambridge University
Press, Cambridge, UK 1990), p. 3-4; Similarly, lenge Helfer calls institutions ‘cooperative
arrangements’ for the creation of rules. See Heffet 1.

144 Helfer, p. 11.

145 Galligan and Sandler, p. 40.
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The third component of implementation, processesn@chanisms):° serves
to achieve compliance with standards. The mechencan take a variety of forms,
ranging from strict formal measures (such as eefoent*’) to more informal, and
sometimes compromising, measures (such as peraumsioexchange). Enforcement,
a process where compliance is secured througlnthattof punishment, has been
noted as ‘probably the least used mechant&fnThis is attributed to a few factors.
First, the approach of enforcement is often a maishaof ‘last resort’ in that other
intermediate mechanisms may occur before enforceimestually invoked?®
Another reason is the institutional reluctancegply enforcement. Enforcement is an
expensive and lengthy procedure, and cooperatiofiaa favoured over enforcement
as a preferred means of achieving compliance vitégndetter results® Finally,
enforcement mechanisms are sometimes too weaknplysunavailable, to certain
institutions. This is a critical problem for intextional institutions, which often lack
powers of enforcement in securing the compliancgtates with international
standards>! As a result, these institutions must turn to othegilable mechanisms,
such as shaming and communications exchange @ggtiations), which will be

detailed later in this chapter. It is noteworthgitthe uses of the various

146 | will interchangeably use the term ‘processes! anechanisms’ throughout the thesis. For the
purposes of implementation, they carry the sameative.

147 While some scholars may consider ‘enforcementtt#pam ‘implementation’, | chose to adopt the
approach of Denis Galligan and Deborah Sandlenbiydling enforcement as a mechanism under
implementation.

148 b Galligan,Law in Modern SocietyClarendon Law Series, Oxford University Pressfa@tk2007),
p. 303.

149ipid.

130 G Richardson, Al Ogus and P Burrowlicing pollution: a study of regulation and enfement
(Oxford University Press, Oxford 1982).

51 Galligan and Sandler, 'Socio-Legal Perspectiveldiaman Rights in the National Context’, p. 39-40.
See also Galliga,aw in Modern Societyp. 303.
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aforementioned mechanisms are ‘not as distindt@gsdppear to be in principle, with
elements of each present [in practicé}.Instead, implementation will often involve a

‘mixture’ of the various forms, ‘although one oethther is likely to dominaté®?

The achievement of norm implementation involveslibe international and
national dimensions; despite the fact that actmgléementation is performed at the
state-level>* In the case of international cooperation andstasce, the international
order plays a critical role in governing state fat¢ions as well as individual state
behaviour. Hence, these three components of s@sdastitutions, and processes
need to be considered in the context of statesefisa&/ the international order. In the
next section of this chapter, the international aational dimensions are discussed to
detail their respective roles and interactionsarmmimplementation. This discussion

helps form the theoretical framework that is apgplethe thesis.

The International Order and its Role

The international order, as defined by Anne-Mateu§hter, is ‘a system of global
governance that institutionalizes cooperation arfficeently contains conflict such
that all nations and their peoples may ... reachmmhstandards of human

dignity’.>>®> Such conceptualizations of order at the inteomati level have arisen in

152 Galligan,Law in Modern Societyy. 304.
133ibid., p. 309.
*%Galligan and Sandler, 'Socio-Legal Perspectivesiaman Rights in the National Context', p. 41.

135 AM Slaughter A New World Orde¢Princeton University Press Princeton, NJ 200415
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response to various ‘global challenges’ (e.g. deneange or infectious disease
spread), which span beyond national borders andndkpeavily upon international
cooperatiort>® As a result, under the international order, stagssime the role of
‘agents or interpreters of some notion of an irdéamal public good and some set of

core norms against which state behaviour shoujddmed and evaluated®’

‘A System of Global Governance’

To parse Slaughter’s definition of the internaticovaer down further, there is a need
to consider what is meant by a ‘system of globalegance’. The concept of global
governance has been described as ‘the establistamérmperation of social
institutions ... capable of resolving conflicts, féating cooperation, or more
generally, alleviating collective action problemsai world of interdependent
actors'*®® It has also been defined in a more narrow sengnaompass[ing] the
collection of authority relationships designatedirtonitor, enforce, and amend any

transnational set of rules and regulations’.

Institutions
Yet, what are these ‘institutions’? An institutisna broadly defined concept that

encompasses ‘persistent and connected sets oftinalisrescribe behavioural roles,

%8 Hurrell, p. 1. See also D Dreznéi) Politics is Global: Explaining International éjulatory
RegimegPrinceton University Press, Princeton, NJ 20p7}R7.

" Drezner, p. 62-63.

138 Hurrell, p. 14-15. See also T Risse, 'Global Goaace and Communicative Action' (2004) 39 (2)
Government and Opposition 2004 Volume 39 Issue& 28289.

9 Drezner, p. 11-12.
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constrain activity, and shape expectatioi$’ According to W.R. Scott, institutions
possess normative, regulative, and cultural-cogmigiement$®® The normative
element captures the ‘prescriptive, evaluative, @sldyatory dimension,” which helps
to define the objectives and goals for a societyuph rules®? In other words, this
element provides an understanding of what is idedlhow it should be performed.
The regulative element presents the institutiomakdsion of ‘constrain[ing] and
regulariz[ing] behavior*®® Namely, institutions engage in activities suchrale-
setting, monitoring, and sanctioning [i.e. issuisg/ards and penaltiesf? The
cultural-cognitive element ‘stresses the shared¢eptions that constitute the nature of
social reality and the frames through which meaisngade™®® Hence, this
dimension helps to establish a common understarvdmch shapes the way a society
‘perceives and understand&®. W.R. Scott cautions that the regulative dimension
should not be ‘conflate[d]’ and that the normatarel cultural-cognitive elements
should also be recognizéd. This is because of the ambiguity of many ruldsictv

‘do not provide clear prescriptions for conductare ‘better conceived as an

occasion for sense making and collective intergiceta'®®

180 R Keohane, 'International Institutions: Two Apprbas' (1988) 32 International Studies Quarterly
379, p. 386

®LWR Scott Institutions and Organization@rd edn, Sage Publications, London, UK 2008%8.
%2ibid, p. 54-56.

%3 ibid, p. 51.

164ibid, p. 52.

%5 ibid, p. 57.

186 Galligan,Law in Modern Societyp. 106.

%7 Scott, p. 54.

%8 ibid, p. 54.
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In the context of global governance, the ruleptdate the ways in which
states should cooperate and compete with each bthproviding ‘statements that
forbid, require or permit particular kinds of act®*® International institutions, as a
category, have been used to capture an arrayuuitstes (i.e. ‘authority
relationships’) — ranging from complex regimes tllvdefined organizations’ At
the international level, institutions involve adties that occur outside the
jurisdictional boundaries of states, cut acrossrirdtional jurisdictional boundaries of
states, or involve actions having a direct impaxctre interests of two or more
states.’* This allows an institution to act as a ‘focal pdfor competing actors to
agree and work in mutually beneficial wadys.For example, institutions can ‘assist
[with] collective decision-making, ... provide mor#fieient dispute resolution, and ...

enhance domestic policy credibility’®

1%9B Simmons and L Martin, 'International Organizatiand Institutions' in W Carlsnaes, T Risse and
B Simmons (edsilandbook of International RelatioriSage Publications, Thousand Oaks (CA) 2002),
p. 194.

10 Keohane, p. 384. Regimes are sometimes considergttitutional sub-category; however, like
institutions, its definitions have varied widelpfn ‘patterns of behaviour or practice’ and ‘social
arrangements’ to ‘multilateral agreements’. Fer plurposes of this thesis, | consider regimes to be
institutions. (See OR Young, 'International Regimroblems of Concept Formation' (1980) 32 (3)
World Politics 331; O YoundRresource Regimes: Natural Resources and Socidutishs (University
of California Press, Berkeley 1982), p. ZDYYoung, Compliance and Public Authority: A Theavigh
International Applications (Resources for the FefWashington, D.C. 1979); V Agganvhiberal
Protectionism: The International Politics of Orgaed Textile Trad€University of California Press,
Berkeley 1985); S Haggard and BA Simmons, 'Theafdaternational Regimes' (1987) 41 (3)
International Organization 491; GK Rosendal, 'Imipax overlapping international regimes : the case
of biodiversity' (2001) 7 (1) Global Governance $3Krasner, 'Structural Causes and Regime
Consequences: Regimes as Intervening Variable82j136 (2) International Organization 185.)

1 Young, 'International Regimes: Problems of Conéegpmation’, p. 333.

1"2R Keohane, 'International Institutions: Can Inegrndence Work? ' (1998) Spring (110) Foreign
Policy 82.

3 Drezner, p. 65.
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Organizations

The coordination of states, however, is not an éasly. For this reason, there often
exists an international organization ‘to monitogmage, and modify [an international
institution’s] operation’”* Oran Young elaborates that organizations arénheerial
entities ... generally possess[ing] legal personaliwhile Thomas Risse calls them
‘inter-state institutions “with a street address””® Though not all international
institutions possess organizational arrangemerisnafit to having an organization is
‘to resolve problems of interpretation and dispetilement’ as well as deal with
‘problems of social choice and complian¢€.’ Organizations have also been
described as ‘purposive institutions’, which possegplicit rules, specific
assignments of roles to individuals and groups §i.eierarchy], and the capacity for
action’!’® Robert Keohane adds that international orgamiratalso have the ability
to ‘engage in goal-directed activities such asmgiand spending money,
promulgating policies, and making discretionaryichs’ on behalf of states for the
purposes of international coordinatiti Kenneth Abbott and Duncan Snidal also note
that organizations possess the unique characteoisitieing able to provide
centralization in the form of a ‘concrete and staimiganizational structure and an
administrative apparatus [to manage] collectivévas’, and that such benefits are

realized in the form of balanced ‘support for dirstate interactions’ (e.g. provide

174 R Breckinridge, 'Reassessing Regimes: The Intem&tRegime Aspects of the European Unions'
(1997) 35 (2) J of Common Market Studies 173, @; FZ Keohanelnternational Institutions and State
Power: Essays in International Relations The@festview, Boulder, CO 1989).

175 Breckinridge; Young, 'International Regimes: Pesh$ of Concept Formation'.

% Risse, p. 290

Y7Young, 'International Regimes: Problems of Conéepmation’, p. 345.

18 Keohane, 'International Institutions: Two Approeshp. 384.

ibid., p. 384.
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constitutionalized representation and voting ruéssjst with background research,
and sponsor negotiations) and ‘operational actisitie.g. manage budgets and

provide technical assistancg.

It is important to recognize that organizationsrawenecessarily ‘neutral
arenas for the solution of common problei$’On the surface, it can be easily
understood why an organization would be formedete#cded by an international
community of states. An international organizatrewuld give legitimacy to the
coordination of an issue area in terms of techrimcexpertise (i.e. specialized
knowledge on technical issues), democratic reptatien, transparency, and
accountability. Also, from a functional perspeetiorganizations ‘simply make it
easier’ for states to negotiate treaties as thayod@equire a ‘revisit[ation] [of] basic
rules of procedure and voting’; ‘permit reliance“ordependent” secretariats for
compromise formulations and final clauses’; andve a neutral central registry for

ratifications and reservation¥?

Yet, in practice, organizations tend to also sawsites for political struggle
between strong and weak states. Depending onl@warganization operates, states
could use the organization: as‘platfor[m] for the promotion of favoured valuasd
for locking other states into particular policy aes’; ‘a means of levelling power
[between states]’; a way of ‘constraining the freiedof the most powerful [states]

through established rules and procedures’; a fdauiivoice opportunities” that

180K Abbott and D Snidal, 'Why States Act throughtRal International Organizations' (1998) 42 (1)
The Journal of Conflict Resolution 3, p. 9-10.

8L Hurrell, p. 11.

182 3 Alvarez, 'International Organizations: Then Almiv' (2006) 100 American Journal of International
Law 325, p. 330.
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allow relatively weak states to make known theieiasts and to bid for political
support in the broader marketplace of ideas’; aodaamce for ‘insider-activism’ by
working within an organization to ‘catalyze’ acti¢ag. initiate diplomatic efforts,
meetings, and expert groups from ‘behind the scemesder to ‘push [an] agenda
forward’ or ‘manoeuvre and shape how problems adetstood’):*® In addition,
organizational settings provide a ‘political spastiereby weaker states could form
coalitions that would allow them to ‘counterbalamceat least deflect’ the initiatives
of stronger state¥* The feasibility of these activities depends ugmrmembership
and structure of the organization. As Daniel Degzwpints out, organizations are ‘not
all the same type of actof®> For example, ‘club’ organizations possess manétdid
and selective membership than ‘universal’ orgaionat®® Sometimes club
organizations, which are initially comprised ofdi#ninded states, can expand into a
more broadly inclusive, ‘near-universal’ organipatthrough material inducements to

encourage other states to joff.

Organizations also possess the ability to empowdrsempower non-state
actors by either granting or prohibiting accessute-making venues; a relationship
that Jose Alvarez describes as ‘symbictit’.In situations where non-state actors are

permitted to participate, organizations can proviegitimizing’ avenues (such as

13 Hurrell, p. 69-74.
184ibid., p. 74.

18 Drezner, p. 86.
% ibid, p. 88.
87ibid, p. 75-76.

188 Alvarez, p. 333.
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observer status or amicus briefs) to these atidrghere are other situations,
however, where non-state actors might be barred frarticipation in an organization.
This could thus cause these actors to protest sighi@ organization and form
networks or coalitions with those states who holdeaker position within the

organization or are excludéd.

Despite the state politics, organizations possesstain level of autonomy and
develop an internal culture that affeitssgoverning behaviour as an institution. In
addition, organizational competition can be a fagtdow organizations govern.
Autonomy, as Laurence Helfer explains, ‘createsoomities for [international
organizations] ... to develop preferences and gbaltsdiverge from those of their
founders’*®* In particular, autonomy allows for opportunitieschange its ‘structures,
mandates, and norm$*? Not all organizations, however, possess the daust of
autonomy. It has been observed by internationarorgtional scholars that those
organizations with greater levels of autonomy hanege opportunities to change or

affect the direction of institutional governari@@.Another factor that affects

89ibid, p. 333. (Also, according to Jose Alvaréese avenues have allowed nongovernmental

organizations to gain prominence in internationalrhaking by acting as ‘behind-the-scenes treaty
drafters and promoters’. See also S Charnovitm@dvernmental Organizations and International
Law' (2006) 100 American Journal of International\348.)

0 Drezner, p. 76-79.

91| Helfer, 'Understanding Change in Internationa&izations: Globalization and Innovation in the
ILO' (2006) 59 Vanderbilt Law Review 649, p. 658ee also Abbott and Snidal, pp. 3-32., p. 9.

192 Helfer, 'Understanding Change in Internationaldbigations: Globalization and Innovation in the
ILO", p. 659

193ibid, p. 659; D Kapur, 'Processes of Change iertrdtional Organizations' in D Nayyar (ed)
Governing Globalization: Issues and Institutid@xford University Press, Oxford, UK 2002 ), p534
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international organizational governance is the oizgion’s internal culturé®® This
includes the consideration of the organization&drical and current leadership, the
technocratic nature of the organization’s staff eapabilities, and the internal politics
of the organization. Both the factors of autonany internal culture indicate that the
‘relationship between the conventions of an [ingitiin] and those participating in it is
dynamic’, which means that organizations could gega changing or creating new
rules.’®® Though officials who staff organizations havegmses defined by legal
rules?*® these officials could possess ‘other purposesibsghose expressed”. In
situations where there are informal processes wehiorganization, the instigation
and definition of rules may be closely tied to thtitudes and experiences of the
[organization]'**® Likewise, the interpretation of rules could alsoibfluenced by the
organization and may lead to rule ‘modifficatiompamarginaliz[ation]:*°A final
growing factor affecting governance is the issuerghnizational competition and
survival. The competition for financing at the imtational level among organizations
can be a critical factor that might drive an orgation to expand its institutional

mandate (e.g. ‘mission creep’) in order to securel$ for its survivat™® In other

cases, some states might promote a preferred aagem to expand its mandate for

19 M Tierney and C Weaver, 'Principles and Principalee Possibilities for Theoretical Synthesis and
Scientific Progress in the Study of Internationad@hizations' (2005) Working Paper (Under Review at
Cornell University Press)
<http://mjtier.people.wm.edu/recent%20papers/ppalsi%20and%?20principals.pdf> .

1% Galligan,Law in Modern Societyp. 108.

1% 5ee generally D Sarooshiternational Organizations and their Exercise of/8reign Powers
(OUP, Oxford 2005).

7 Galligan,Law in Modern Societyp. 108.
18 ibid, p. 108.
199ibid, p. 108.

200 Alkire and Chen, p. 1072.
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political reasong®* The resulting overlap in organizational mandatesijther
situation, can affect how organizations selectawegn states in order to enhance or
protect its survival in the international arenaenide, it is important to recognize that
organizations can be more than just ‘creaturebaf tnember states’ in order to
explain their behavioli?? (Chapter 3 will analyze the World Health Orgatiza,
which is the core international institution for tibain relation to the aforementioned

factors.)

Institutional Interactions

When thinking about an international order, it basn noted by Andrew Hurrell that
the word ‘order’ may give the ‘exaggerated’ impiesof a ‘neat, tidy’ systerf®> In
reality, neatness is rarely the case. The demamngolvernance to deal with the issues
that arise with increasing globalization and thechr international cooperation is
creating a ‘remarkably thick institutional enviroant’?** The growing ‘institutional
density’ of ‘both formal organizations ... as wellrasre informal cooperative
structures’ has raised concerns among scholard #tetesulting ‘regime complexes’

that can arise when multiple institutions operatéhe same issue aréa. According

21 Thjs type of occurrence is discussed in greatesilda the next section on ‘institutional
interactions’.

22 Tierney and Weaver, p. 11; Helfer, 'Understandihgnge in International Organizations:
Globalization and Innovation in the ILO', p. 667866

23 Hyrrell, p. 20.
24 Drezner, p. 40.

25K Raustiala, 'Density and Conflict in Internatibiratellectual Property Law' (2007) 40 Universitl o
California Davis Law Review 1021 The issue has &ksen more narrowly termed ‘treaty congestion’
and ‘regime density’ in the political science aaddl research literature. T Gehring and S Oberthur
‘Introduction’ in S Oberthur and T Gehring (ebistitutional Interaction in Global Environmental
GovernancgMIT Press, Cambridge, MA 2006), p. 4; D Fidldhé Challenges of Global Health
Governance. International Institutions and Globav&nance Program Report' (2010) Council on
Foreign Relations Press
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to Kal Raustiala and David Victor, regime complgxaan be defined as ‘a collective
of partially overlapping and even inconsistent megg that are not hierarchically
ordered, and which lack a central decisionmakeudicator?®® (The term
‘regime’, as noted earlier, is applied loosely ig thesis and used interchangeably

with ‘institution’.?%%

In other words, there may be multiple institusomith authority
or jurisdiction regarding an issue area; thus angaboundary problems’ in terms of
the ‘political responsibilities and social spheoéafluence’ between different

institutions®®®

As Oran Young and his colleagues point out, itigcal to recognize that
institutions are not purely ‘self-contained enstiezhen studying situations of regime
complexity?® This means that institutions operating in the esésaue area may
‘interact’ whereby ‘one institution intentionally anintentionally affects anothef™°

Institutional interactions can arise when new tnstins are established or when

<http://www.cfr.org/content/publications/attachm&HGG_WorkingPaper4_GlobalHealth.pdf > (June
20, 2010), p. 9.; K Alter and S Meunier, 'The Rdditof International Regime Complexity' (2009) 7 (1
Perspectives on Politics 13, p. 13.; W ChambeksmJand C ten Have, 'Institutional Interplay and th
Governance of Biosafety' in O Young and others)(gditutional Interplay: Biosafety and Trade
(United Nations University Press, New York, NY 2008. 5.

2% Raustiala; K Raustiala and D Victor, ‘'The Reginmerlex for Plant Genetic Resources' (2004) 58
International Organization 277; Raustiala and Mfictbhe Regime Complex for Plant Genetic
Resources', p. 279. (Alter and Meunier refine di&Bnition to incorporate not only ‘partially
overlapping’ regimes but also ‘nested, ... and paf@iternational regimes that are not hierarchycall
ordered’. Nested, overlapping, and parallel regiae defined a bit later in this chapter. SeerAdnd
Meunier, p. 13.)

27 5ee N166.

208 Chambers, Kim and ten Have, p. 5. Alter and Nieuacknowledge that while there are
‘[international] “conflict of law” rules of thumbto address unintended conflicts between regimes, th
lack of a ‘supreme international authority’ doe$ solve the problem when states ‘fundamentally
disagree about which rule or institution they prefélter and Meunier, p. 13. See also K Alteda®
Meunier, 'Banana Splits: Nested and Competing Regiim the Transatlantic Banana Dispute' (2006)
13 (3) Journal of European Public Policy 362, b @6d 377.

209 Chambers, Kim and ten Have , p. 5.

#0ipid, p. 3. These inter-institutional interactoare also referred to as ‘interplay’, ‘interlinkagor

‘interconnection’. See also Gehring and Oberthud.
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‘existing institutions co-evolve through internata and national implementatiofi”
Such interactions could be synergistic or disrugtdepending on whether the
institutions support or undermine each other, &g play a critical part in the

effectiveness of global governarfcé.

To establish an approach to analyzing situationsstitutional interactions, as
in the case of AEM (discussed in detail in Chagdeit is helpful to turn to recent
research on this matter in other issue af&5&n emerging body of research on
institution interaction provides guidance on howdieaggregate institutional
complexity for analysis and consider its role inlgdl governance. According to
Sebastian Obertur and Thomas Gehring, in casegohe complexity, institutions
should be considered ‘interacting units’, each with key components?* The first
component includes the rules and obligations detertnby the institution because of
their role as ‘principal instruments of governanegh a direct impact on the
behaviour of those addressed.The second component is the decision-making
processes from which rules emerge within the uistih. This component is critical
because of its impact on the formation and integpien of rules. It is also beneficial
to consider a third component in this analysis,olwhs compliance. Compliance

mechanisms and processes (such as reporting systesmste systems, etc.) can

21 Chambers, Kim and ten Have, p. 3.
%2 Gehring and Oberthur, p. 1.

23 Recent research on this emerging issue has befemmped in the areas of biosafety, environmental
governance, plant genetics, intellectual propenty trade. See ibid, p. 3.

2143 Oberthur and T Gehring, 'Conceptual Foundatidsstitutional Interaction' in S Oberthur and T
Gehring (eds)nstitutional Interaction in Global Environmentalo@ernancgMIT Press, Cambridge,
MA 2006), p. 22.

Sibid, p. 23.
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interact between two institutions in the sense ¢ina might overpower or legally

override the other.

In framing the analysis of these interacting ingittins, W. Bradnee Chambers
Joy Kim,and Claudia ten Have believe that three analytjoaktions should be asked:
(1) ‘what are the links of inter-institutional inftnce and interaction’; (2) ‘what
implications does this [interaction] hold for threarests of stakeholders, for the
formation, operation and implementation of the gpemstitution, for its performance
and effectiveness, and for the overall governaocgext’; and (3) ‘in what ways can
issues and processes across institutions be statgdinked and arranged to
reinforce each othef® On the first question, regarding the links oeaiction, this
helps to identify the process of interaction ocogbetween institutions. The second
guestion, which pertains to the implications oémactions, seeks to understand the
politics and other factors that might motivate arftlence institutional actors and
what this means for the governance of an issue(argaaccess to essential
medicines). The final question seeks to addressi@nagement of interaction that is
occurring with the objective of improving governarizy determining ways to reduce
institutional conflict in terms of the ‘legal, noative, operational and functional’

dimensiong’

To address the first analytical question, it is ar@nt to consider the different
forms of interactions (or ‘linkages’) between itgtions. These interactions can

assume several different forms, which include:odgrlap, (2) parallelism, (3)

218 Chambers, Kim and ten Have, p. 3-4.

27ihid, p. 4.
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nesting?*® and (4) clustering™® Overlapping institutions are typically formed for
different purposes without reference to one anotad the overlap that occurs is
often ‘unforeseen and unintended’ by their creat@t3his earlier definition of
overlapping institutions, however, was later maifby other scholars to include
situations where ‘intentional’ overlap occurs betwénstitutions?* (For example, a
new regime could form an overlap with another éxgstegime on purpose for
strategic reasons.) G. Kristen Rosendal redefinedapping regimes as situations
where ‘their policy goals and regulations presatibm problem solving intersect
within the same issue ared” Parallel regimes refer to the sometimes supp®div
competitive relations that can occur between regimen issue area. According to
Abbott and Snidal, parallel regimes possess a memaichical relationship and are

usually ‘trying to achieve roughly the same purpGé&Nested regimes can be

18 The term ‘embedding’ is sometimes used in the ewsdl literature as a form of linkage and
attributed to Oran Young; however, | consider fbign of interaction to be in the same general
category as ‘nesting’. The difference betweenttieterms is that embedding is used expansively to
refer to institutions that ‘depen[d] on the existerof a broader set of constitutive principles aans

[in international society]’ whereas nesting referspecific governance arrangements brought within
another institution in an issue area. See M Kodmihibugi, 'Mapping Global Governance' in D Held
and A McGrew (edssoverning Globalization: Power, Authority and Gldl@aovernancgBlackwell
Publishers Inc., Malden, MA 2002), p. 60. In casty other scholars such as Karen Alter and Sophie
Meunier, use the term ‘nesting’ and incorporateBedding’ within it. See Alter and Meunier, 'The
Politics of International Regime Complexity’, p.. 15

%90 Young, 'Institutional Linkages in Internatior@dciety: Polar Perspectives' (1996) 2 Global
Governance 1; K Abbott and D Snidal, 'Nesting, Gagand Parallelism: Governance Schemes for
International Production Standards' (Conferencblested and Overlapping Regimes 2006); GK
Rosendal, 'Impacts of overlapping internationalmess : the case of biodiversity' (2001) 7 (1) Globa
Governance 95.

2290 Young, 'Institutional Linkages in InternationalcSety: Polar Perspectives' (1996) 2 Global
Governance 1, p. 6; YounBesource Regimes: Natural Resources and Socidultians .

221 GK Rosendal, 'Overlapping International Regimdse Tase of the Intergovernmental Forum on
Forests (IFF) between Climate Change and Bioditye(&001) International Environmental
Agreements: Politics, Law and Economics 447; A &girOverlapping Regimes: The SPS Agreement
and the Cartagena Biosafety Protocol' in O Yourdy@hers (edsnstitutional Interplay: Biosafety

and Trade(United Nations University Press, New York, NY 3)0p. 73.

2 Rosendal, ‘Overlapping International Regimes: Thsee of the Intergovernmental Forum on Forests
(IFF) between Climate Change and Biodiversity45$8.
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understood as the relationship where a more spewgstitution is found within a
broader institutionSuch a governance arrangement could be eithettedeathin, or
subsequently brought under, [a] more compreheristvfangement that deal with the
same set of issues at a more general |&%&The interaction between nested regimes
is seen as a ‘hierarchical’ relationship wherebgrdrchical rules resolve any conflict
among layers of a regim&® Finally, clustered regimes can occur when ‘différen
functional arrangements are combined into comprsfierpackage deal&?® This

type of linkage typically involves a non-hierarciiarrangement intended to increase
the institutions’ ‘problem-solving capacity’ throlugactical collaboratiof’’

Institutional competition is a fifth form of intezhon that has suggested by Mathias
Koenig-Archibugi?®® While competition can certainly occur betweeriitntions, | do

not consider this a distinct category of interactout rather an implication of

interaction (as discussed in the next question).

After characterizing the institutional interactithrat is occurring, an analysis of
the second analytical question on its implicatibalps to identify the interactional
problems that are affecting the governance ofgheda area. This can be performed by

studying the normative, political, and operationgblications that result from

22K Abbott and D Snidal, 'Nesting, Overlap and Raliaim: Governance Schemes for International
Production Standards' (Conference on Nested andappéng Regimes 2006).

224 K oenig-Archibugi, p. 60.

22> pbbott and Snidal, ‘Nesting, Overlap and ParalfeliGovernance Schemes for International
Production Standards' .

% ibid.
227 K oenig-Archibugi, p. 61.

228ihid, p. 62.
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institutional interaction§?® For example, in terms of the normative implicaipwhat
are the norms or rules that overlap between th#uhens and which set prevails in
situations of conflict? Does one institution camgre rigorous reporting procedures
than the other? Does one institution possessgara@nforcement mechanisms? What
are the behavioural effects of the interactionswugtates? With regard to the political
implications, researchers have observed that utistital complexity can lead to
empowering particular states (i.e. sometimes tiveldped countries and other times
developing countries and NGO$}° As states ‘increasingly recognize the constraints
[of a particular institution]’, they can ‘employelopportunities arising from growing
institutional density and interdependence [by wagkihrough other related
institutions]’?** More specifically, institutional interaction che used by states to
pursue forum shopping for ‘purposive policy devehgmt’ in a more favourable
organization or regime shifting to ‘overcome obkac.. hinder[ing] policy
development within [an] institutiorf>? Institutional interactions may also lead to the

enhancement of cooperation in some cases or det@mempetition in others’

The final analytical question on managing instdoél interactions seeks to
deal with the present state of institutional comjbjein global governance for the
purposes of resolving conflict and inefficienciegy( duplications and gaps).

Addressing this question will depend upon the figdi gathered from the first two

22 gydnes, p. 71.
20 plter and Meunier, 'The Politics of Internatiofggime Complexity’, p. 13.

%1 Gehring and Oberthur, p. 3; Raustiala and Vicidre Regime Complex for Plant Genetic
Resources'; Oberthur and Gehring, p. 20.

232 Gehring and Oberthur, p. 3; Drezner, p. 86.

233 plter and Meunier, 'The Politics of Internatiof@gime Complexity’, p. 13.
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guestions (i.e. on the form of interaction and fwa motivations and implications of
interactions on the issue area). For examplée®overlap between two institutions
impeding the governance of the issue area and siavaffecting the individual
institutions?** In terms of ways to deal with interactions, Joseafez observes that
international organizations may turn to the essdinlient of normative hierarchies in
situations of institutional complexity where rutennot easily be resolvétf. He
observes, in the case of the International Labagafization (ILO), that with the
proliferation of organizations engaging in ‘missicneep’ and the inability of states to
meet their reporting obligations, organizations rmamp to the ‘enunciat[ion] [of]
“core” obligations expected of all members, evesutih no such setting of priorities
is explicitly authorized by its constitutive instnents or the underlying ...
conventions®*® Alternatively, in cases of parallel institutiothgt experience
significant fragmentation in an issue area, it rhiglake sense to ‘clustét’ these
institutions to achieve greater coordination andpewation?® Another idea to address
problematic institutional interactions is to createew ‘overarching’ legal framework
or institution that provides structure and genexarsight to an issue area
experiencing institutional complexify® In other words, nest (or embed) the

institution within another.

#435ydnes, p. 71; Chambers, Kim and ten Have, p. 3.

25 Alvarez, p. 327-328.

#%ihid, p. 327.

%37 As Gehring and Oberthur observe in the area ofemmental governance, there have been
suggestions to ‘cluster’ multilateral environmeragteements — ‘that is, to integrate groups of such
agreements or certain of their parts’. See GehaimyOberthur, p. 2.

ZBibid, p. 1-2.

29ihid, p. 2.
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Hence, when considering the role of the internafi@nder in norm
implementation, it is critical to understand thdiindual institutions and complexes
operating in the governance of a global cooperasisee area — such as access to
essential medicines. In addition, it is necessanynderstand the internal and external
forces affecting an institutional organization’egach to state governance. Norm
implementation is intricately tied to how states governed by the international order,
and the relative success or failure in state implatation could be attributed to

crippling problems within the international ordeseilf.

Influencing States

The international order serves an important purpo$iee implementation of IAC for
AEM. It establishes IAC rules and influences stdtecomply with them. Yet, the
guestion remains as to how the international ortferencesthe national regimes (i.e.
industrialized states) to carry out these standafdsording to Denis Galligan and
Deborah Sandler, there are three overarching iatiemal approaches that can be
applied for implementation: (1) the process oétinational law (i.e. international
court procedures), (2) direct intervention, ori(8)irect influence on member statéS.
In the case of IAC for AEM, the first two procedsir@re not directly applicable. This
is because an established international law praeg@ia an international court system
such as the International Court of Justice) do¢seaaulily exist for cases pertaining to

IAC for AEM.?** Also, direct intervention by the internationatier in the domestic

240 Galligan and Sandler, 'Socio-Legal Perspectivedaman Rights in the National Context', p. 44.

241 While the International Court of Justice (ICJ)lwntertain contentious cases for states that have
accepted their jurisdiction, the ICJ has nevertdeith a case pertaining to the right to health.
According to John Crook, the majority of ICJ cakase dealt with land disputes and maritime
boundaries. He notes that decisions pertainifigutoan rights law have ‘[historically] been a small
part of the docket’. See J Crook, 'The Internatid@ourt of Justice and Human Rights' (2004) 1
Northwestern University Journal of Internationalrian Rights 2. (The ICJ was requested to give an



73

affairs of developed countries is not applicabléhis situation. The use of direct
intervention is typically reserved for humanitarizases against massive and grave
human rights violations (e.g. genocide) in a stakiestead, my international
implementation analysis will focus on the approatmdirect influence on member

states.

The indirect approach, which will be analyzed tlgloout this thesis,
essentially ‘devises ways of influencing statethatinternational level with the object
of getting them to give effect to standards wittieir national system$** It aims to
encourage compliance by states and is arguedtteebspproach that is ‘more likely to
produce positive and lasting resuft®’. This approach is based off of the
‘transnational legal process’ for international famrights enforcement and involves
three interrelated phases — interaction, normpnéation, and norm internalization
within the domestic systefii? The phase of interaction occurs when actiondied
in a national or supranational law-declaring foruvhjch ‘forces an interpretation or

enunciation of the global norm applicable to thaation’ 2* This then leads to a

advisory opinion on the legality of the use of maelweapons in armed conflict by WHO; however, it
ruled that the WHO did not have legal standing ekenthe request.) The World Trade Organization, as
discussed in Chapter 4, has a Dispute Settlemeny Bat can adjudicate state disputes pertaining to
international trade matters (e.g. the trade-relagxicts of intellectual property) which encompasse
patent disputes over AEM. AEM patent-related isshewever, are only one aspect of current
problems and there are troubling biases that th©WBEB would bring to their decisions due to its
trade-focus in disputes. A potential tribunal hesen in the form of the UN Committee on Economic,
Social and Cultural Rights (CESCR), which was régeapproved to serve as a ‘quasi-judicial’ body
based on the Optional Protocol to the ICESCR. dti@t entered into force yet and it is largely
uncertain whether it will receive cases pertaitm¢AC for AEM. (The CESCR is discussed in
Chapter 6.)

242 Galligan and Sandler, 'Socio-Legal Perspectivedaman Rights in the National Context', p. 45.
B ibid.

2444 Koh, 'How is International Human Rights Law Emfed? ' (1999) 74 Indiana Law Journal 1397,
p. 1399.

25ibid, p. 1414; JK Levit, 'A Bottom-up Approach lfiternational Lawmaking: The Tale of Three
Trade Finance Instruments' (2005) 30 The Yale &uwhinternational Law 125, p. 181.



74

phase of internalizing the interpretation of themanto the domestic legal system
with the ‘aim to “bind” [the state] to obey the @npretation as part of its internal value
set’ and eventually lead the state to perceiventie-interpretation as ‘an internal

obligation’ 2

The phase of internalization, however, can be cerpGenerally, there are
two things that the international order strivesithieve in norm implementation by
states. The first (i.e. the formal component) Iags obtaining state ratification of the
relevant treaty and promoting the incorporatiotrefty standards into domestic law.
The second (i.e. the informal component) involesihducement of states to ‘give
substantive effect to the lavi®’ Yet, there are certain hurdles that internatiamder

may encounter in this process.

Sometimes, as in the case of AEM, the standardsairget crystallized in the
form of hard lawRather, the norm is recognized in terms of inteonad resolutions,
declarations, official guidance, codes of condant other forms (as noted in chapter
1) which are often categorized as ‘soft law’. Aabog to Kenneth Abbott and
Duncan Snidal, ‘the realm of “soft law” begins oregal arrangements are weakened

along one or more dimensions of obligation, precisand delegation’ with ‘varying

248 Koh, p. 1414; Levit, p. 181.

247 Galligan and Sandler, 'Socio-Legal Perspectivedaman Rights in the National Context', p. 45.
Harold Koh describes three forms of norm interralan (i.e. social, political, and legal). Social
internalization, according to Koh, ‘occurs whenaam acquires so much public legitimacy that there i
widespread general adherence to it'. Politicadrimalization describes a state when ‘politicakslit
accept an international norm, and advocate itstmlops a matter of government policy’. Finally,
legal internalization refers to ‘when an internatibnorm is incorporated into the domestic legatesm

". Koh states that these forms of internali@attan occur in any order and the occurrence ofame
could help to trigger another form. See Koh, p.3t4414. (I do not follow the precise categorizatio
provided by Koh, but my framework recognizes theantance of the social, political, and legal
dimensions and their reinforcing nature in normlanpentation.)
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degrees along each dimension and in different coatioins across dimensiorf&®

This is not to say, however, that soft law is agslimportant or useful compared to
hard law. In fact, some argue that soft law igfieliberately selected as a ‘superior’
legal arrangement and ‘offers many of the advastagéard law, avoids some of the
costs of hard law, and has certain independentadges of its owr®*® For example,
soft law is typically ‘easier to achieve’ and cagttbr ‘deal with uncertainty’ in

comparison to the rigid process involved in theleshment of hard la#?’

Even if the standards were captured in ‘*hard lawr (e.g. a treaty or
regulation), there are issues that would need twobeidered. For example, states
may decide to refuse to sign or ratify a treatjat&s may also decide to submit an
array of reservations that would weaken the powertceaty. However, even if a
state decides to proceed with ratification of atiyethe process will falter if a state
does little to give effect to the treaty afterward$is may occur due to the dominance
of existing domestic norms over newly introducetgiinational standards that are
imposed by an external source and ‘may not haveuheral support and political

legitimacy to secure their internalizatidi™

Nevertheless, there are certain strategies thahtlenational order can apply

to influence the norm internalization process. ®inategy is to build up the role of

248 K Abbott and D Snidal, 'Hard and Soft Law in Imtational Governance' (2000) 54 (3) International
Organization 421, p. 422. Hard law, on the otterd) ‘has a very high value on each of [thesekthre
dimensions.” See J Kirton and M Trebilcock, 'latnation: Hard Choices and Soft Law in Sustainable
Global Governance' in J Kirton and M Trebilcockggidard Choices, Soft Law: Voluntary Standards
in Global Trade, Environment and Social Governaf&shgate, Aldershot, UK 2004), p. 8.

249 Abbott and Snidal, 'Hard and Soft Law in Internatil Governance', p. 423.
0ibid, p. 423.

! Galligan and Sandler, 'Socio-Legal Perspectivedaman Rights in the National Context', p. 46.
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international institutions in facilitating state plementation of standards.
International institutions are the ‘internationglevalent’ of national government
institutions (i.e. departments and agencfés)Though they may lack the powers of
national institutions, international institutionst@ally ‘have a range of significant
powers which are greater and more effective thagined ... [but] [o]ften they are
simply not used®® International institutions, as Galligan and Saneiplain, have
the ‘quiet capacity’ to apply informal authoritydadiscretions and to work with states
(i.e. via national agencies and officials) in wétyat would ‘foster conditions within
society for the positive adoption of internationatrms and standard$®* In
particular, the use of informal mechanisms sucpesisuasion, negotiation and
accommodation play a critical part of this proceBarthermore, an international

institution can establish links to other institutsoto build up its own powers.

It has also been emphasized that the impact ahatenal institutions in the
supervision of reportingnd complaint systems should not be overlodkad.
Reporting and complaint systems serve importanttions in influencing state
practices because they allow international instihg to bring public pressure upon
states for norm violations or inadequacies. Thishmaism can be quite effective
because states are highly concerned with theimat®nal reputation. Reporting can
also support state implementation of rights bydosg a culture of periodic self-

reviews of practice, uncovering inadequacies olatiens in practice, and prompting

2ibid., p. 46-47.
23 ipid.
24 ibid.

>Donnelley, p. 173-176.
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remedial actiorf>® At the international level, reporting can alsomppte an

opportunity for international information exchara&d allow states to learn from each
other’s experienceS’ There are serious shortcomings, however, in most
international reporting and complaint systems bseaeither system is usually
effectively enforced®® In the case of reporting, there is heavy reliasceoluntary
self-reporting by states which often result in $abmissionsn terms of timeliness and
completeness. Complaint systems, which are usloalgely enforced by international
institutions, fall victim to unenforceable sanctaand ineffective follow-up
procedure$>® Yet, despite these issues, it is ultimately agjtbat these systems carry
significant influential powers and that the abseoiceuch systems would make it

easier for states to elude compliance.

Another strategy for the internalization of nornysthe international order is
the process of socialization. Under this procstsge governments are influenced by
both international and domestic pressures intogsuginternational norms as
collective expectations about proper behaviour tvteads to eventual

260

implementation>> There are three major forms of socialization: makéenducement,

moral consciousness-raising, and acculturation.

#%ibid, p. 174.

#7ibid, p. 175.

28 Also, sometimes reporting is an end in itself anthing follows from it.

%bid, p. 176.

%0 Galligan and Sandler, 'Socio-Legal Perspectiveioman Rights in the National Context', p. 47.
See also T Risse, S Ropp and K Sikkink (etlsg Power of Human Right€ambridge University
Press Cambridge 1999), p. 11.

%1 Risse, Ropp and Sikkink (ed@he Power of Human Rightp. 11; R Goodman and D Jinks,
Socializing States: Promoting Human Rights throlrghrnational Law(Oxford University Press,
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One approach to socialization is material inducemehich is where the
international order uses coercion or enticemenvuth material rewards and
punishments, to influence state behaviour by ‘edire) the benefits of conformity or
the costs of nonconformity®? It has been asserted that while a state mayitter
behaviour due to a material cost-benefit analyss favours conformity, this
approach does not require ‘a change in the [slaiaterlying preference$®® In
other words, material inducement could simply imealhe superficial appearance of
conformance by a state. Thomas Risse and hisagpiés label this phenomenon
‘adaptation and strategic bargaining’ whereby gestaay respond to external and
internal pressures by making tactical concessioasiistrumental or material
adaptations) for the purposes of advancing its imerests’>* It is noted, however,
that norm internalization cannot be achieved uigisrapproach alone for norm
violations would occur once ‘material incentivesiam the threat of sanctions are

removed’?®®

A second approach to socialization is ‘moral comssness-raising’, whereby
international institutions and advocacy groups gedgae state government in moral

discourse about a state’s practices through thefusgumentation, persuasion,

Oxford, UK Forthcoming); R Goodman and D Jinks,yHo Influence States: Socialization and
International Human Rights Law' (2004) 54 (3) Dleav Journal 621.

%2 Goodman and JinkSocializing States: Promoting Human Rights throlrglrnational Law, p. 4;
Goodman and Jinks, 'How to Influence States: Saei@n and International Human Rights Law', p.
633-634.

23 Goodman and Jinks, 'How to Influence States: $iation and International Human Rights Law', p.
633.

%4 Risse, Ropp and Sikkink (ed3he Power of Human Rightp. 12.

%% Risse, 'Global Governance and Communicative Attimr807.



79

shaming, and other forms of dialodtié Specifically, this approach involves a process
of moral and social learning in which the interoail order communicates with states
to ‘actively assess the content of a particulargags [i.e. the norm] ... and “change
their minds” '2°’ It operates on the assumption that ‘the moreds}are convinced

of the legitimacy of the rule, the more [they] wabmply voluntarily with norms and
rules’.?®® Thomas Risse explains that the rule’s legitimeany be derived from either
the norm itself or the ‘validity of the procedufe’.g. negotiations or expert guidance)
by which the norm was forme8® In some cases, this communicative process can
occur before an audience (e.g. the public) whichldidecide upon the arguments
presented’® States that are sensitive to public perceptiorits dfehaviour will likely
adapt as part of the ‘learning’ process. In additihe use of ‘framing and cuirf§*
could be applied in moral discourse with statesnrattempt to change their views of
norms. The intended outcome of this influence ikdve states ‘redefine their
interests and identities’ in accordance with tinew understanding of the norm for
state behaviou®’? In other words, this approach does not seek keraastate behave

a particular way (e.g. comply with a norm), rathibe goal is to have the state reach a

%% Risse, Ropp and Sikkink (ed3he Power of Human Rightp. 13.

%7 Goodman and JinkSocializing States: Promoting Human Rights throlrghrnational Law, p. 6

%8 Risse, 'Global Governance and Communicative Attim 293.

#9ibid., p. 293.

2%ihid, p. 298.

2" pccording to Goodman and Jinks, ‘framing’ struesian issue ‘to resonate with already accepted
norms’ and ‘cuing’ introduces new information togmpt [states] “to engage in a high intensity
process of cognition, reflection, and argumentGoodman and Jink§ocializing States: Promoting

Human Rights through International Lavp. 6.

22ibid., p. 4
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‘reasoned consensus’ about state behaviour antlifftaxily] change [its] views ... or

interests in light of the better argumefit.

The third approach to socialization is accultumatihich is derived from
behavioural and sociological ideas of how stateghtmieact to influence. According
to Ryan Goodman and Derek Jinks, this approachceslstates to conform to the
appropriate attitudes and behaviour due to selsef or social pressuréé. The
internal, or cognitive, pressures that can drigéate’s behaviour and beliefs are based
on the social role (or identity) that the state indsrnalized’’” (In other words, what
the state wants to be.) Social pressure, on thex bdnd, is based on states’ motivation
to ‘hoard social legitimacy and status’ (e.g. ‘kegpup with the Joneses’) whereby
they seek to minimize the social-psychological €¢etg. shaming and shunning) and
maximize social-psychological benefits (e.g. digplaf public approvalj’®
Conformity based on social pressure, howeverkedlito depend on several factors
relating to the social group — such as the groupisrtance to the state, the size of the
group, and the state’s exposure to the grdlGoodman notes that acculturation has
a tendency to lead states towards the ‘incompiaégnalization’ of norms because the
process only requires ‘public [i.e. outward] coraplte with, but not private

acceptance of, social nornfé®

2" Risse, 'Global Governance and Communicative Attimr294.

27 Goodman and JinkSocializing States: Promoting Human Rights throlglrnational Law, p. 2
S ibid., p. 9

2%ibid., p. 7

2""ibid, p. 9

8ihid., p. 8
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Ultimately, the aim of these various approachdse iselp the state reach the
goal of norm internalization. As they reach thege, states will tend to
‘institutionalize’ and ‘habitualize’ norms. The titsitionalization process involves the
formal acceptance of standards into domestic m&¢é.g. through the incorporation
of standards into domestic laws), while the hallitation process refers to when
standards are ‘taken for granted’ and followed withexternal pressufé® These two
processes, which occur in the later phases of lsxatian, are possible when state
governments find themselves ‘entangled’ by theirahdhetoric and growing,
incremental concessions towards international néfh3he research literature notes
that the various socialization approaches desciibéus section tend not to operate
exclusively but rather in combination with eachestif* The use of the socialization

process in the context of IAC for AEM will be codsred in Chapter 5.

The Role of States

While international institutions possess significexiluence on the implementation of
norms, states are ultimately the principal actorg\C implementation because this is
the level at which norms are executed. Beforeingrto the topic of state
implementation, however, it is important to consitte role of states in the global
governance process and the influence that powstdites (such as developed
countries) can have upon the international or@rch interactions between the

international order and states indicate that nanpléementation is sometimes a

2 Risse, Ropp and Sikkink (ed3he Power of Human Rightp. 16-17.
20ipid, p. 16-17.

%l Risse, 'Global Governance and Communicative Attimr807.
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dynamic process whereby the move towards IAC doesecessarily follow a linear

path of adoption and compliance.

States and the Governance Process

States, especially powerful ones, are not passitesain the system of global
governance. They can actively seek to affect tbegss through which governance
occurs and the powerful states, in particular,‘sahstitute [between] different
governance structure®? Governance structure substitution, also knowtfoasm
shopping’?®3is a tactic that is commonly used by states iir fhesuit of a forum
(e.g. international organization) that providesniast favourable conditions for
national interests. According to Daniel Dreznbe most powerful states (typically
the developed countries) ‘will have the greatestess employing this tactit®*
Powerful states can strategically use this taotierhpower preferred institutions (or
organizations) with operational or enforcement pawehile emasculating those
which are seen as unfavourable. In addition, tseses could create new, and more
accommodating, institutions to rival existing one&lternatively, states could

consciously ‘tolerate the absence of effective epation’ by neglecting an existing

institution or the formation of on&>

Drezner has also developed a governance typolagyyhwhich

‘demonstrates the extent to which [powerful stateijengage in forum-shopping to

%2 Drezner, p. 63

283K Abbott and D Snidal, 'Pathways to InternatioBabperation’ in E Benvenisti and M Hirsch (eds)
The Impact of International Law on International @peration(Cambridge, UK 2004); Helfer, 'Regime
Shifting: The TRIPs Agreement and New Dynamicsndéinational Intellectual Property Lawmaking'.

%4 Drezner, p. 64.

25ihid., p. 64.
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match the proper [intergovernmental organizatiorthe proper political
environment’?®® According to his theory, there are four possjiiecesses of
international coordination - depending on the fafthe standards (i.e. harmonized
standards, club standards, rival standards, anmd stendards). Harmonized
standards, which represent one end of the extremmbrdination, can occur when
there is a ‘similarity’ in state preferences antiksly lead to ‘the harmonization of
domestic regulations?®’ On the other end of the coordination spectrurarrsh
standards can occur when ‘governments agree tti@anabset of global standards
with weak or nonexistent monitoring or enforcemsetiemes’ and are least likely to

lead to actual coordinatidi®

In addition, states can also form their own goveaesstructures — either with
or without an international organization bindingitihtogether. Transgovernmental
networks, according to Anne-Marie Slaughter and Ralistiala, have emerged as a
new form of governance whereby state bureaucrath (gs regulators, lawmakers,
judicial officials, etc.) bond together informaliy develop international coordination
on an issué®® Examples of transgovernmental networks have oedtirr the areas
financial banking and environmental regulation. hilthese structures do not
necessarily require more formal measures (such agernational organization or
international agreement), they can incorporateiottetheir governance structure at a

later point. Anne-Marie Slaughter observes tratsgovernmental networks do not

% ibid, p. 88.
27 ibid. p. 73.
28 ibid, p. 81.

289 glaughter; K Raustiala, ‘'The Architecture of Intional Cooperation: Transgovernmental
Networks and the Future of International Law' (2082 Virginia Journal of International Law 1
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replace international organizations; rather, they mxist in parallel to each otHef.
This thesis will explore the emerging trend of natiked governance in access to
essential medicines (including networks betweegrgdvernmental organizations and

networks between states in Chapter 6).

State Implementation of Norms

States have a variety of powerful options in deteimg whether and how to
implement norms. Notably, states possess the pofvegfl) selecting whether or not
to apply international standards domestically,d@giding how to interpret and apply
international standards in the national context, @) determining what mechanism is
available, or which needs to be developed, torattampliance with standards (e.qg.
the formation of administrative offices or prograesnspecial ministerial

appointments, executive declarations or orders agiogtion of domestic law$j*

It is also interesting to note that ‘internationales and norms can affect
national policy choices by operating through thendstic political proces$®?
According to this argument, domestic actors (it@tesor societal) may chose to
leverage an international norm to serve their alitinterests at the state level.
Hence, the international norm ‘can enter [domegtaticy debate ... [and potentially]

influenc[e] the type of policy a country pursué¥.Factors influencing this process

290 glaughter, p. 153.
21 Galligan and Sandler, 'Socio-Legal Perspectivediaman Rights in the National Context’, p. 311.

292 A Cortell and J Davis, 'How do international itisions matter? The domestic impact of
international rules and norms.' (1996) 40 Inteoradl Studies Quarterly 451, p. 457.

3ibid, p. 471.
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include the domestic structure where the policyatieloccurs as well as the ‘political

salience or legitimacy’ of the international noffi.

Yet, even if state powers were exercised in rakatiooa norm, a state’s
commitment to norm implementation also needs todmsidered® First, the legal
status of the norm under domestic laws is an inaporfactor. While signing a treaty
or making a commitment is a symbolic first stegtate acceptance of standards, what
actually sets implementation into action is howdtendards are incorporated into
domestic laws or reflected constitutionaff§f. A second consideration is the existence
of national institutions (i.e. agencies, commitfess.) that play a role in the oversight
of domestic recognition and support of the IACA&M. If such institutions do not
exist at the national level, new special bodies megd to be established to assume
domestic oversight tasks. A final consideratiowiether there are adequate remedies
and procedures available to bring about compliaasevell as to address non-

compliance?®’

While it is hoped that a nation would be recepgweugh to execute the
process of domestic implementation detailed abihnexe are situations where a state
government may be resistant to international stalsd& his can significantly
complicate the implementation process and requit@an out process of external

and internal pressures upon a state to confornsudh situations, it is helpful to adapt

4ibid, p. 471.
2% Galligan and Sandler, 'Socio-Legal Perspectivedaman Rights in the National Context! 49.
2%ibid, p. 50-51.

297 Galligan,Law in Modern Societyp. 305.
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Thomas Risse’s socialization ‘spiral mod&'as a framework for the analysis of norm
implementation under resistant governments. Thalspiodel allows for the
operationalisation of the three forms of social@aprocesses (i.e. material
inducements, moral consciousness-raising, and tacatibn),which were described
earlier, to understand how a state can progresarttsthe implementation of
international norm&?° The adapted form of the spiral model includes fay phases
for evolution towards national implementation; ta@hases are: (1) denial, (2)

tactical concessions, (3) prescriptive status,(@hdule-consistent behaviotf®

In starting with the first phase, denial, the nonolating state rejects the
validity of international norms and its applicatitmstate practice¥* During this
phase, the practices of state are brought to iatiermal attention and instigate the
mobilization of the international community. Thdrnational community engages in
the socialization processes of state blaming aathsig. In the case of the AEM,
other actors (e.g. developing countries) may detwidgply pressure upon norm-
violating industrialized nations by engaging in $otc or indirect actions. Symbolic
actions might entail ‘recalling ambassadors, ... esidg international investigations,
and voting for condemnatory resolutions in inteioral organizations’, whereas

indirect actions could involve the support of hurmigihts activists and NGO¥?

2% Risse, Ropp and Sikkink (ed@he Power of Human Rights. 22-33.
29ibid, p. 17-19.

30 Risse and his colleagues provide five phaseseimtiyinal ‘spiral model’; the first phase being
‘repression’. For the purposes of my thesis, hdbinclude the first phase due to the natureafdés
being studied (i.e. international assistance amgpemtion for access to essential medicines) amd th
fact that it does not involve the initial phraseepression. Rather, it starts with the next pludise
‘denial’. (The reasoning behind this is discusiether in Chapter 5.)

31 Risse, Ropp and Sikkink (ed3fhe Power of Human Rights, 23.



87

In the second phase of ‘tactical concessions’stag no longer denies the
validity of international standards and attemptpdoify international criticism with
‘cosmetic changes’ and by ‘talking the tafk® These actions are taken in an attempt
to save the state’s reputation, and they may teanpyprmprove the outlook of
national implementationin the case of industrialized nations, tacticalggssions are
also often used in bilateral foreign relationstfog purposes of gaining a particular
material advantage. During this phase, howeversthte government begins to find
itself entrapped in moral dialogue and targeteshiaming for inconsistent practices
from its tactical concessions. As a result, tHimns domestic opposition groups to
gather confidence in launching their own campaiggrsst the state government in

support of implementation.

In the third and fourth phases of the spiral mosigltes begin to show greater
commitment towards the implementation of the irdtional standards. During the
third phase, known as ‘prescriptive status,’ tlaesstarts to show that it accepts
standards as legitimate through the ratificatiotredties, the incorporation of
standards into domestic law, and the use of otlage mstitutionalization practicé®?
At this point, though the validity of standards\slonger debated, implementation
remains imperfect. Finally, in the fourth phasérofe-consistent behaviour’, state

compliance with international standards has bedoaéitual®®®

392 Donnelley, p. 166.
33 Risse, Ropp and Sikkink (ed3he Power of Human Rights. 25-27.

ibid, p. 29.

3% ibid., p. 30. See also Freeman, p. 135-136. (The finas@ might be considered a rather idealistic

phase for all but the most uncontroversial issues.)
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In the course of this socialization process, howex@umber of state
challenges will need to be overcome to achieveempeitation. One challenge is the
national preoccupation with maintaining state seiggrty>°® Another challenge is the
issue of national competing interests, such agsselated to economics or trade,
which can conflict with or demote an issue on taamal agend&’’ A third
challenge is the cost of implementing internatistahdards. As Michael Freeman
notes, the ‘principle of limited sacrifice’ indiea that states are ‘willing to pay only a
limited price in implementing [standards] whichnche detrimental to domestic norm
recognition>® Finally, bureaucratic politics can serve as a serimpediment to
effective national implementation of standat*ts This is because the existence of
uncoordinated bureaucratic organizations in stategments can lead to

inconsistency, inefficiency, and other administragproblems in norm implementation

and practice.

The spiral model, though helpful in providing austured analysis of state
socialization, has been criticized on various fsonA frequent criticism of the spiral

model pertains to its overly deterministic and éineharactet:® As Todd Landman

3% Freeman, p. 132. See also Donnelley, p. 35.
307 Freeman, p. 134. See also Donnelley, p. 162.
3% Freeman, p. 134.

39 Donnelley, p. 171.

310 According to Christopher Marsh and Daniel Payhe,‘tnodel is very linear, even tautological: it

has an ultimate destination and there are no palotsy the way marking possible detours or obstacle
to derail movement in the planned direction’. Selel&sh and DP Payne, 'The globalization of human
rights and the socialization of human rights nor{2807) [2007] Brigham Young University Law
Review 665; A Jetschke and A Liese, 'The Spiral 8ioHow Does It Score After Ten Years?' (2009)
<http://faculty.maxwell.syr.edu/hpschmitz/Human_IR&) 2009/Jetschkeliese_Spiral%20Model_Revie
w.pdf> (June 1, 2010), p. 14.
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argues, ‘[the spiral model] is perhaps too ambgtimuits attempt to provide universal
generalizations and to displace realiSi’A related criticism points to the model’s
lack of specification on the ‘lasting effects’ agrmanence of the results achieved at
each phase in the modéf. While these are valid concerns, Risse and hisaglies
have stated that the spiral model phases may walyalprogress forward smoothly.
For example, Risse and his colleagues note thelp@ssversibility in progress as

well as the likelihood of stalemates during theggsaof the spiral modat?

Another criticism of the model is that it does take into account the
possibility that a state might only accept paréecwdspects of a right and, thus, ‘may
not fully implement the [right] in practicé-* A similar criticism points out that the
model treats the state as a ‘homogenous congloenerhaereby the entire country
either ‘move([s] forward towards norm complianceatternatively remain
stagnant>* Anthony Chase argues that the model also doesatount for the
potential ‘struggle between internal politics armreéstic forces’ occurring within a
state, while Laura Landolt criticizes the modek@@mphasis of elite views®

Essentially, the model mischaracterizes domestmrace.g. civil society

31T Landman, 'Review Article: The Political ScierafeHuman Rights' (2005) 35 The British Journal
of Political Science 549, p. 565.

312 R Schwarz, 'The Paradox of Sovereignty, RegimeeTgpd Human Rights Compliance' (2004) 8 (2)
Journal of Human Rights 199, p. 202-203; T Solondorms and Human Rights in International
Relations' (2006) 4 Political Studies Review 36; L&ndolt, '(Mis)constructing the Third World?
Constructivist analysis of norm diffusion’ (2004 &) Third World Quarterly 579, p. 588.

313 Risse, Ropp and Sikkink (ed3he Power of Human Rightp. 23.

314 AB Celik, ‘'Transnationalization of Human RightsrNts and its Impact on Internally Displaced
Kurds' (2005) 27 (3) Human Rights Quarterly 969-9270.

315 Jetschke and Liese, p. 17.

318 AT Chase, 'The State and Human Rights: GovernandeSustainable Development
in Yemen' (2003) 17 (2) International Journal ofitRs 213, p. 217; Landolt, p. 586.
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organizations and other non-state actors) as alayisg a unified position and does
not account for the possible divergence betweem th& final criticism of the model

is that it does not consider the role of competingms®'’ For example, as in the case
of access to medicines, a government is likelyetdazced with the competing norm of
intellectual property rights. It may also be fa@ath potentially reinforcing norms,
such as national security and development. In regakeh, as presented in Chapter 5, |
recognize these various factors as critical teestdtuence and account for them in the
analysis. | do not feel that these factors nedzktsimplified (as suggested by the
critics) nor ignored in the analysis, but it dodd a layer of complexity to the

analysis.

In the end, though the spiral model possesses Bomtations, it remains the
best approach in the attempt to demystify how $iaeai@on (through a combination of
‘instrumental interest, material pressures, arguatigm, persuasion,
institutionalization, and habitualization’) influess state3'® In other words, the
‘spiral model allows us to ask the right questiabhsut crucial periods and actors of
human rights change’ though it may ‘not necessarilswer those questioris® To
apply the model in my research, | adapt it to fstages (as mentioned earlier) and use
it as a general guide to study the complex questigrorm implementation. The
model provides a basic analytical structure torpret historical and recent events as

well as postulate what the state might do next.

317 Jetschke and Liese, p. 20.
318 Risse, Ropp and Sikkink (ed3he Power of Human Rightp. 37.

319 Simmons and Martin, p. 532.
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Conclusion

This chapter detailed the theoretical framework wi#l guide the analysis of IAC for
AEM governance and implementation in this thedierm implementation involves
three components (i.e. standards, institutions pradesses). In the introductory
chapter (Chapter 1), a set of IAC standards wasepted based on current
international agreements and guidance pertainimgtess to essential medicines.
These standards are mainly derived from the interma human right to health, but
also supported by a strong normative foundatione @ the shortcomings in
international assistance and cooperation for theei®f AEM, this thesis turns to the

problems of governance and implementation involved.

Governance and implementation hold an interrelateticyclic relationship.
Poor governance could lead to poor implementabahpoor implementation can help
inform how governance should be improved (i.e.agfack loop). Governance
structures and arrangements are not necessarigruops to change and can evolve
over time. Analyzing the governance and implenteradimensions of IAC for
AEM can help indicate how states could be induceidplement IAC norms for
AEM through improved governance. To address theethesearch sub-questions
presented earlier in this chaptéta theoretical framework was established to guide
the analysis. Building on the ideas presented éyi®©Galligan and Deborah Sandler
on norm implementation, | determined that it woldessential to understand the
international and national dimensions of IAC forMEmplementation as well as their

interrelationship.

320 Three research sub-questions were identifiedw{t is the current international order governing
access to essential medicines; (2) what are treepses and mechanisms that the international order
has used to influence developed countries and tawe the countries responded; and (3) what is an
alternative approaches to the current governamaetste.
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My first research sub-question sets out to magtieent international order
governing access to essential medicines. Basadlwiarship from the social
sciences (i.e. international relations, organizetigdheory, sociology, and international
law), | set out to define the key components tadeatified (i.e. institutions and its
subparts) as well as broadly review what their abi@ristics are and how they
interrelate (i.e. institution-to-institution andstrtution-to-state). For the study of IAC
for AEM, the analysis of the international ordedigided into two chapters. Chapter
3 (on the international institution for health) dites the World Health Organization
(WHO), which is the central institution specified the UN for the governance of
international health matters and guided by theqggie of the right to health. This
chapter applies Oran Young's characterization sfitutions (as being comprised of
substantive rules and policies, procedures foecublle action, and compliance
mechanisms) for the study of the organizaffdnlt considers the WHO's policies and
activities pertaining to AEM, its powers as an intional organization, and its
internal culture and operations. Chapter 4 (oaerawting Institutions) addresses the
institutional interactions that are occurring othex issue of AEM. Two primary
interactions are observed in this research; ottesignteraction between the
institutions for international health and trade.(\WVHO and World Trade
Organization) and the other interaction occurs betwinternational health and
development (i.e. WHO and the World Bank as welUARAIDS and the Global
Fund). The chapter applies the ideas set oueean international interactions,

particularly the tripartite analytical frameworkgi 3 major questions) that W. Bradnee

%21 young, 'International Regimes: Problems of Conéeptation’, p. 333-338.
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ChambersJoy Kim,and Claudia ten Have ask about interactions — (Bt\are the

links; (2) what are the implications; and (3) whed the management possibilities.

To address the second research sub-questionmegéd the processes and
mechanisms of the international order, | conduetedtional case study of the United
Kingdom to understand how states have been infeette implement IAC for AEM
norms and how they responded to such influences arralysis can be found in
Chapter 5. The chapter applies the ‘spiral modeal'described earlier, to guide my

analysis of the state’s pathway towards graduahrexceptance and implementation.

After having analyzed the national and internati@®ensions, attention is
given to the third research sub-question addressirgjternative approach for the
governance of AEM in Chapter 6. In the coursehdd tesearch, it was discovered that
the governance of AEM has not remained static hatlttvo governance changes were
emerging based on the various institutional ant stéeractions. First, the
institutional interactions between internationadltie and trade over AEM have
triggered a potential regime shift to the WHO (thgb the Intergovernmental Working
Group in Public Health, Innovation and Intellectéabperty). Second, the
institutional interactions between internationalii® and development have triggered
concerns about international coordination betwastitutions. This leads UNAIDS to
reattempt to coordinate and harmonize the variositstutions through the Global Task
Team. In addition, there could be a role for tiié Committee on Economic, Social
and Cultural Rights (CESCR) to play on the mattdA& for AEM based on its

particular powers of state monitoring and a newsgjuadicial mechanism (i.e. the



Optional Protocol). The conclusion (Chapter 7)e&t upon these findings and

considers the potential improvements to be mada@nfor AEM.
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Chapter 3: THE INTERNATIONAL INSTITUTION FOR
HEALTH — THE WORLD HEALTH ORGANIZATION (WHO)

Introduction

As discussed in the last chapter, an ‘institutisra broadly defined concept that
represents ‘persistent and connected sets of thé¢prescribe behavioural roles,
constrain activity, and shape expectatiofi’In an effort to define institutions with
greater clarity, Oran Young has laid out the thregor components that are common to
every international institutioi The first component is the ‘substantive component,
which is a collection of rights and rules. Thea®tcomponent in an institution is the
‘procedural component,’” which includes arrangeméstsesolving situations requiring
social or collective actior&? Young notes that this component can vary in tesfits
level of formality. Some examples of such mechasiare voting systems and
administrative decision making. Finally, the thindtitutional component is the
compliance mechanismhis mechanism is a necessary part of institutiamsch
supports the effective implementation of its subist@ and procedural components by
regime actors? It is noted, however, that compliance mechanisamsvary in their level
of formality and tend to be quite weak due to uitderstment by regime membéfrS.In
the following sections, the three major instituabnomponents of the WHO are

identified and analysed.

322 Keohane, 'International Institutions: Two Approeshp. 386

32 young, 'International Regimes: Problems of Conéeptation’, p. 333-338.
324ibid, p. 336.

3% ibid, p. 340.

3%ibid, p. 340.
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This chapter focuses on the characterization aatysis of the World Health
Organization (WHO) as the core institution for migional health. The WHO, as this
section will reveal, has historically played a weale in the governance of access to
essential medicines (and other health issues iarghn This has allowed other
institutions, namely those for development anddrad dominate key health issues as the
WHO fell into the background.’ In the first section of this chapter, the threg ke
institutional components of the World Health Orgation are identified and described.
This is followed by an analysis of the WHO'’s strigggas an institution for health due to
various endogenous and exogenous factors. (Asiega in Chapter 2, internal and
external factors could prompt an organization tangfe in order to remain viable in
international society. Otherwise, it faces th& n§being marginalized or replaced).
This chapter will mainly address the endogenou®fagnfluencing the WHO while the
subsequent chapters, namely chapters 4 and Jaddtess exogenous factors based on
the WHO'’s interactions with other powerful interioatal institutions (i.e. the World

Trade Organization, the World Bank, UNAIDS, and @lebal Fund) and nation states.

The Substantive Component. WHQO'’s Mission and Funct  ions

The WHO was established in 1948 and includes 198lmee states. As the UN
specialised agency for health, it is ‘the primanyititateral organization charged with
implementing the right to healtf®® The WHO Constitution envisioned an agency that

would act as the ‘directing and coordinating autiyayn public health’ (Art. 2) and

327 The interactions between the WHO and the developaned trade institutions will be discussed and
analyzed in Chapter 4.

328 A Taylor, ‘Making the World Health Organization VKoA Legal Framework for Universal Access to
the Conditions of Health' (1992) 18 American Jouofd.aw and Medicine 301, p. 312.
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endowed it with extensive normative powers to ptiwaty promote the attainment of
‘the highest possible level of healt® According to the WHO'’s ‘General Programme
of Work’,**° a core function of the WHO is to establish staddand to promote and
monitor their implementatio’t" In terms of access to medicines, the WHO's aivi
have ‘varied throughout its history, with an empbas elaborating international

332

standards®™ (For an illustration of this, see Appendix tablef WHA resolutions

pertaining to access to medicines.)

A prominent example of the WHO'’s normative functierthe publication of a
biennial ‘model list’ of essential medicines forueries. This rather technical focus on
essential medicines, however, was later signifigdstbadened through the ‘Revised
Drug Strategy*>* resolution due to growing international concererathe inequity in
access faced by developing countries and the WTRIPS Agreement. The ‘Revised
Drug Strategy’ extended the WHO’s mandate to engrgater access to essential
medicines, which includes addressing ‘the intertae®veen health, trade and intellectual

property issues’>* A number of developed countries reportedly oppaseter versions

322\WHO Constitution, Article 2.
330 The General Programme of Work is the WHO’s mémping instrument.

#31WHO, 'Engaging for Health Eleventh General Progrenof Work, 2006-2015 A Global Health
Agenda’ <http://whqlibdoc.who.int/publications/20G®W _eng.pdf>.

332 GL Burci and CH Vignesworld Health OrganizatiorfKluwer Law International, The Hague 2004), p.
187.

333 WHA Resolution 52.19 (1999).
334 C Raghavan, 'Health: Assembly adopts new revised strategy ' (1999)

<http://www.twnside.org.sg/title/assembly-cn.htn$ee also D Banta, 'Increase in Global Access to
Essential Drugs Sought' (2000) 283 Journal of threAcan Medical Association 321, p. 323.
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of the strategy, but it was finally passed witmid-down’ wording®*® The resolution,
rather vaguely, asks member statés:
[T]o make every effort to promote equitable acdesmedicines,
[T]o take effective measures in accordance witbrimational law and
international agreements ... in order to ensure ivgut@access to medicines,
[T]o provide financial support and technical co@igm to enable Member States
in need to expand access of their populationsderg&l drugs.
Following the expansion of the WHO’s mandate, aeothsolution (WHO Medicines
Strategy’’) was passed to define the WHO’s work on accessaiticines. The Strategy
draws the WHO'’s attention to: (1) the rational set; and use of medicines, (2)

medicine prices and impact of trade agreementsné&licine financing, and (4) reliable

health and supply systems for medicifi&s.

WHO's ‘3 by 5’ Initiative

Under WHO's mandate, it also has the ability toamrce global health emergenciés.

In September 2003, Director-General Lee Jong-wawmioanced that the lack of access to
ARVs was a global health emergeriéy.Shortly afterwards, the WHO and UNAIDS

launched the ‘3 by 5’ initiative as an effort tedt three million people by 208%. The

335 Raghavan.

3% WHA Resolution 52.19 (1999).

337 WHA Resolution 54.11 (2001).

338 Burci and Vignes, p. 188.

339 MI Nemes and other&valuation of WHO's Contribution to "3 by 5" (MaReport)(2006), p. 24. (The
evaluation states that ‘WHO ... was the only insigtaitwith the mandate and credibility to declare Itk
of access to ART a global health emergency’.)

30ibid, p. 4.

341 Jong-wook, 'Global health improvement and WHRamng the future' (2003) 362 (9401) The Lancet
2083, p. 2085.



100

WHO decided that, due to its ‘emergency’ nature,ittitiative would not be managed as
a ‘conventional programme of work’ (including thgxguch as milestones or other
details)®**? As described later this chapter (in the section”dDS as a catastrophic
event’) and in Chapter 4 (on Institutional Interaws), WHO sought to position itself on
HIV/AIDS work through a leadership role in the hbadector and to establish the
initiative as a ‘core priority’ within the organitian.** The ‘3 by 5’ initiative did not
succeed in treating three million by 2005 (due tmst of factors discussed in Chapter 4),
but there are ‘retrospective’ perceptions thatititeative had ‘played a major role in

making access to ART a widely accepted essentldighlealth intervention, by

demonstrating that this is possible even underuresoconstraints***

In particular, through the ‘3 by 5’ initiative, tMWHO developed a
‘prequalification’ programme (PQP) that aims toumesthe quality, safety, and efficacy
of innovative and generic medicines for procurenfeat bulk purchase) purposes by
international agencies. The PQP involves a 5tegess: invitation (by WHO or
another UN agency addressed to manufacturers tg ggprequalification); dossier
submission (i.e. providing comprehensive data)essnent; inspection of manufacturing
sites; and decision before a drug is added to thEOWrequalification list*> The PQP
originally started as an approval process for HINJB, tuberculosis and malaria
medicines, but was later expanded to address megior reproductive health and the

management of acute diarrhoea in children. To,da¢éePQP has ‘prequalified over 240

342 Nemes and others, p. 23.
3ibid, p. 24.
3ibid, p. 23.

345 The WHO reports that it ‘bases its activities nteinational pharmaceutical standards for medicines
quality, safety and efficacy’.
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medicines for priority diseases’ and it has beaecdby the other international agencies
working on HIV/AIDS that the PQP was ‘one of theshonportant contributions that
WHO has made to “3 by 5*° It not only helped to promote the generic medisin
industry by ‘increas[ing] confidence in the use flo¢ir products]’, but it also had the
effect of increasing competition and lowering psioe medicined!” The WHO PQP has
even been observed to have influenced the U.Slategy body on medicines (i.e. the
Food and Drug Administration) into ‘establishinft@ntative approval” mechanism that
now has many characteristics of the WHO prequalifim process*® Today, the WHO
Prequalification list is relied upon by the Worldk, the Global Fund to Fight AIDS,

tuberculosis and malaria, and other agerties.

The Procedural Component: WHO's Structure and Oper  ations

The organizational structure of the WHO has a miajtwence on how its functions are
carried out. The organization is comprised of\Warld Health Assembly (WHA), the
Executive Board, and the Secretariat. The WHA stiigeme decision-making body of
the WHO, consists of representatit@srom all WHO member states and meets once a
year. The functions of the WHA include: determmMWHO policies™! appointing the

WHO Director-General (DG), supervising the finahgalicies of the WHO, and

34 Nemes and others, p. 49.

347ibid, p. 51; Schwartlander, Grubb and Perrien§4g2.
348 Nemes and others, p. 50.

349 _each, Paluzzi and Munderri, p. 44.

30t is observed that WHA representatives typicatiyne from member states’ ministries of health based
on a review of annual attendance lists of repradiets from recent years (2006-2009).

%1 This includes the approval of WHA laws, such asties, regulations and recommendations.
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approving the proposed programme budget. WHA gasrbased on a ‘one state — one

vote’ principle>*? and decisions are usually passed based on ungnimit

The Executive Board, which plays a central rolsetting the direction of the
organization, consists of 32 individuals who arpapted by a rotating selection of
WHO member state€? It is charged with the following functions: prejpey the
provisional agenda of the WHA, considering props$at WHA resolutions on technical
matters>>* nominating the WHO DG to the WHA, and implementihg WHA’s
decisions and policies. While the WHQO'’s foundetemded for the Executive Board to
be a non-political group comprised of technicalesxpwho act in a ‘personal

#3this is considered ‘fictioi®® because of the increasingly political nature of

capacity,
Board’s work and the fact that the appointed indirals represent the interests of their
respective member states or regions. As Gian Bucei (WHO Legal Counsel) and

Claude Vignes (former WHO Legal Counsel) explairan be difficult for the Board ‘to
disregard [its] political responsibility ... when paging the agenda of the [WHA] given

that the inclusion or non-inclusion of an item dhe title given to it may be of the

essence, particularly when “sensitive” questiomsarissue®’

%2 M Koivusalo and E OllilaMakng a Health World: Agencies, Actors and Polidgietternational
Health (Stakes, Finland 1997), p. 8

¥3The selection of Member States is determined By#HA and is based on the criteria proportionate
regional distribution (i.e. the number states repnéed on the Executive Board is ‘more of less
proportional to the total numbers of members inetlidh the region’. Currently, the distributionstates
on the Executive Board (by region) is: Africa iméricas 6, South-East Asia 3; Europe 7; Eastern
Mediterranean 5; and Western Pacific 4. See Bunti\dgnes, p. 45-46.

34 The Executive Board may also submit unsolicitezppsals or advice to the WHA.

35 Koivusalo and Ollila, p. 8.

%% |nterview DC (20 Feb 2008).

%7 Burci and Vignes, p. 48.
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The Secretariat is the final major component, gaar of the WHO. Under the
leadership of the Director-General (DG), the Sexrat is charged with management of
the WHO and its programmes. This includes theamagjon, logistics, and
documentation of the WHA and Executive Board megstims well as other WHO
conferences. Furthermore, the Secretariat is ¢gge¢o execute the decisions of these
constitutional bodies. Though the Secretariatis i® predominantly administrative in
nature, there is significant influence that thigasr can wield in its various functions. For
example, the Secretariat has the ability to selfficters for the preparation of draft
resolutions®?® In addition, the Secretariat has the abilitylio@se the external agencies
(as well as their respective officers) for colladtan or consultation on WHO reports and
other initiatives. Yet, the Secretariat’s perfonoa is highly dependent on the leadership
of the WHO DG. The WHO DG undertakes ‘all the adistrative decisions’ of the
organization and is ‘the person to whom all bussramcerning [the WHO] should be
addressed®® This role is highly political, as the WHO DG ispected to liaise with

Member State representatives and serve as a ‘geebet to resolve disputé§’

The WHO Secretariat operates with its headquaineBeneva and six regional
offices®® around the world. The regional offices are eachldy a Regional Director-
General (DG), who is appointed by the member siateach region and not the WHO
DG. Interestingly, this creates a complex politasignamic where the Regional DG

believes its duty is to the region and not the WBIG. Though the WHO'’s founders

*8ibid , p. 52. In the case of access to medicines, | sbdehat such efforts often involve multiple

individuals and may even be interdepartmental.
*9bid, p. 50.
30ibid, p. 50.

%1 These include the: African (AFRO), Pan AmericBAKO), Eastern Mediterranean (EMRO), European
(EURO), South-East Asian (SEARO), and Western Ra@if PRO) regional offices.
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intended for the WHO headquarters to handle nottmgeand the regional offices to
address technical assistance, the division of lalsaoot quite as distinct in practice
given the high level of autonomy granted to regiaffices by the headquarters. Critics
of the WHO'’s current approach to regional manageroaihfor ‘reform’ in order to

make the regional offices ‘more accountable bathrftially and politically>®?

The Compliance Component: WHO'’s Legal Mechanisms

WHO has an international legal personality thatssidered by many scholars to be
innovative angowerful. According to its Constitution, WHO hdmtexpress authority

to apply several different legal mechanisms toedahits objectives. These mechanisms
can be viewed as a ‘hierarchy of powers’, whicHudes treaties, regulations and

recommendation$?

Treaty powers, as granted by Article 19 of the WE@nstitution, empower the
WHA ‘to adopt conventions or agreements with respeany matter within the
competence of the Organizatiocfi*. Yet, like other international laws, the treatylwi
come into force only when it has been ratified by@mber Staté®® Hence, the WHO
treaty approach faces the ‘inherent risk of detey-uniformity of take-up and outright

rejection by states®®

%2 Koivusalo and Ollila, p. 8

363 A Lakin, 'The Legal Powers of the World Health @nization' (1997) 3 (1) Medical Law International
23, p. 29.

34D Fidler, 'The Future of the World Health Orgati@a: What Role for International Law?' (1998) &) (
Vanderbilt Journal of Transnational Law 1079, p87;0/WHO Constitution, Art. 19.

35 akin, p. 29.

%6 ihid, p. 25.
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Another mechanism available to the WHO is the dsegulatory powers. Under
Article 21 of the WHO Constitution, the WHA has thiaility to adopt regulations
concerning®®’

[a] sanitary and quarantine requirements and giferedures designed to prevent

the international spread of disease

[b] nomenclatures with respect to diseases, caafsdsath and public health

practices

[c] standards with respect to diagnostic procedfoesternational use

[d] standards with respect to the safety, purity patency of biological,

pharmaceutical and similar products moving in imaional commerce

[e] advertising and labelling of biological, phameatical and similar products

moving in international commerce
The WHO constitution, under Article 22, further siies that WHA adopted regulations
are ‘binding on all WHO member states except thbaenotify the Director-General of
rejection or reservations within a specified tiff&.’David Fidler notes that this approach

‘makes it harder for states to reject regulatidniséy have to contract out of therft®

The third WHO mechanism is the use of recommendsfi§ Recommendations
can take various forms, but two primary types ideluesolutions and codes of conduct.
Resolutions are recommendations of the WHA thai ldebw international attention to
important issues faster than multilateral treaggrapches’ and allow member states great
flexibility with its implementatior?’* Codes of conduct are recommendations that often

‘call upon governments to pass national legislafind urge industry to adhere

%7 Fidler, 'The Future of the World Health OrganiaatiWhat Role for International Law?', p. 1087.;
WHO Constitution, Art. 21.

38 |_akin, p. 29.; WHO Constitution, Art. 22.
39 Fidler, 'The Future of the World Health OrganiaatiWhat Role for International Law?', p. 1087-1088
370 akin, p. 34.; WHO Constitution, Art. 23.

Libid, p. 33.
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voluntarily to [its] provisions3'? Both recommendation approaches are considerieel to

‘persuasive with no binding legal pow&F or, in other words, soft law.

Burci and Vignes note that WHO ‘soft law’ standacds also be produced
without the endorsement or approval of the WHO gowveg bodies (i.e. WHA or
Executive Board). These standards fall into tilewing two categories: (1) standards
and recommendations developed by the Secretaridteonasis of a grant or authority by
a governing body and (2) standards developed bgrekpdies convened by the

Secretariat and published by WH.

Institutional Analysis of WHO

The following sections consider some of the keybfgms and weaknesses in WHO'’s
role as an international institution for healthgd drow these factors can impede its

assertion of a leadership role in global health.

WHO'’s Use of Legal Mechanisms

From a historical perspective, the adoption of legachanisms under the WHO has been
highly skewed towards recommendations over treatielsregulations. In fact, it was not
until 2003 when the first and only WHO treaty knoasithe Framework Convention on

Tobacco Control (FCTC) was creat&d. Yet, the background account of Ruth Roemer

372 ipid.
373 ibid.

37 Burci and Vignes, p. 142.
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and Allyn Taylor regarding the creation of the FCd&ails a long and trying process
that took almost ten yeat& A proposal for a legal approach to tobacco cdmias
introduced by Roemer and Taylor to the WHO sededtar 1993; however, it did not
gain traction at the WHO until it was later espalibg a Canadian delegate (Jean
Lariviere) to the WHA. The secretariat initiallggommended that they either pursue
another forum (i.e. UN) for their treaty or transfotheir proposal into a non-binding
‘WHO code of conduct on tobacco contrdl’. In 1996, however, Lariviere was able to
convince the Finnish and Irish representativesherBxecutive Board® to sponsor a
resolution for the development of the FCTC. Tieisolutiori’® was subsequently passed
by the WHA later that year. Still, WHO effortstime implementation of the FCTC'’s
development languished for two years due to thie ¢d¢political support and policy
direction’ 3 It was not until the appointment of the DG Bruadt®®! in 1998 that
FCTC negotiations actually began and a WHO Tobé&eee Initiative with dedicated
funding was established. On the final negotiated of the FCTC, Roemer and Taylor
comment that it ‘neglects to incorporate many mams used in other global

framework conventions to encourage state partiestaply with their legal

3" WHO, 'The WHO FCTC: a global health treaty’
<http://www.who.int/tobacco/framework/backgroundiadex.html> (19 Feb 2007).

37 R Roemer and A Taylor, 'The Origins of the WHOrReavork Convention on Tobacco Control' (2005)
95 (6) American Journal of Public Health 936.

3" Roemer and Taylarp. 937

378 Lariviere could not sponsor the FCTC before thedtxive Board because Canada did not hold a seat on
the board that year.

$9\WHA 49.16
380 Roemer and Taylor, p. 938.

%1 DG Brundtland was a key political force behind theation of the FCTC. Upon entering office, she h
announced tobacco control as one of her priorities.
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commitments’, which means that it will have to deg@n the factors of ‘expanded

global awareness and national political commitméartsuccess®?

While a number of industrialized nations (suchhesW.K. and Canada) readily
signed and ratified this treaf§’ the U.S. was opposed to doing so because of aeclau
which prohibited member states from attaching rest@ns to the treat$?* Frederic
Kirgis remarks that the U.S. government tends tmsfeluct[ance] to enter into
multilateral treaties that impose obligations dieon the national government, unless it
can attach significant reservations to those &edti> The U.S. had also argued that the
FCTC posed U.S. constitutional First Amendment eong, as well as ‘potential
encroachments on states’ rights within the 3%8.Yet, the U.S. decided to sign the

treaty on 10 May 2004 but made ‘no immediate commaitt’ regarding its ratificatiorf.’

Regulations are another rarely applied mechanisinttie WHO has historically
used in only ‘very limited and traditional conte;t® Alison Lakin speculates that this

could be due to the political sensitivity of the \WHowards state perceptions of

382 Roemer and Taylor, p. 938.

%83 The UK signed the treaty on 16 June 2003 andedtif on 16 December 2004. Canada signed the
treaty on 15 July 2003 and ratified it on 26 Novemd004. See A Langley, 'World Health Meeting
Approves Treaty to Discourage Smokingw York Time§May 22, 2003).

3B4E Kirgis, 'Reservations to Treaties and UnitedeSt#®ractice' (2003)
<http://lwww.asil.org/insights/insigh105.htm > (D2c 2006).

3> He also identifies that the U.S. is ‘less inclinedttach significant reservations when the tesati
regulate private conduct’ (e.g. conventions onrirdéonal sales of goods or on the civil aspects of
international child abduction). See ibid.

¥ ibid.

37 Langley.

388 Taylor, 'Making the World Health Organization WorkLegal Framework for Universal Access to the
Conditions of Health', p. 343.



109

regulations as ‘a system merely designed to cir@nhstate consent®’ since

regulations are considered automatically bindingtaes unless they select to submit a
reservation. It could also be due to the WHO’s¢tlnce to encroach on state
sovereignty. To date, only two sets of regulatibage been created since the WHO'’s
inception. One set is known as the NomenclatuguRéons, which relates to the
nomenclature of diseases or causes of death. edoad set of regulations, initially
called the International Sanitary Regulations (I8R)951 but later renamed the
International Health Regulations (IHR) in 1969 v&sr‘to ensure the maximum security
against the international spread of diseases witinanum interference with world
traffic.’®®° These regulations were recently revised aga005, which is the fourth

time since its creation.

The latest version of the IHR (known as the IHR300as passed in response to
the aftermath of the SARS epidemic and in antiagmadf an avian flu outbreak, and as
‘the international health community [came to] reaiafe] that pandemic planning and
response is an inherently multigovernmental cont&th This revision to the IHR has
been considered to be a major turning pdfnfor the WHO's role in international law

because it grants greater authority to the WHOpacks increased responsibility upon

389 akin, p. 29.
390 \WHO International Health Regulations 1969.

391 K wilson, C McDougall and R Upshur, ‘The New hni@tional Health Regulations and the Federalism
Dilemma’' (2006) 3 (1) PLoS Med See also WHO, 'WH@inational Health Regulations '
<http://lwww.who.int/csr/ihr/en/> (19 Feb 2007). dscding to the WHO, Member States are ‘required to
develop, strengthen and maintain core surveill@mceresponse capacities to detect, assess, notify a
report public health events to WHO and respondutdip health risks and public health emergenciés.’
addition, the WHO is required to collaborate witht8s Parties to evaluate their public health dtipac
facilitate technical cooperation, logistical suppemd the mobilization of financial resources failthng
capacity in surveillance and response.

392D Fidler and L Gostin, 'The New International HbedRegulations: An Historic Development for
International Law and Public Health' (2006) 34 J@éurnal of Law, Medicine & Ethics 85.
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member state§> While it appears that most member states are stippaf the IHR
revisions, the U.S. has raised concerns aboutdh#iat that the IHR presents to federal
systems of governmefit? In the case of the U.S., public health functitaisprimarily
within the jurisdiction of the local states. Compkce with IHR 2005, however, requires
the increased involvement of federal governmepuinlic health. As a result, this ‘could
be viewed as expanding federal authority (beyosdrdtionary use of the commerce and

spending powers)>®

Beyond the potential issue of Member State resemnato IHR 2005, some
public health proponents also express concern dheulevel of political commitment
countries will demonstrate in implementing IHR 206%° Past experience with IHR
1969 illustrated that it had ‘suffered becausaiiefl to generate compliance by WHO
member states ... [which] frequently failed to repwotifiable diseases and routinely
applied excessive trade and travel restrictiGfifddence, while regulations offer the
benefit of binding legal obligations upon states{®@/s limited use of enforcement

through reporting or monitoring mechanisms calsgid to inconsistent compliant®.

393 Wilson, McDougall and Upshur. See also D FidlEne Exercise of Public Health Sovereignty: Trends
and Trajectories.' (The State of National GoveredRelative to the New International Health Regulzi
2006).

394G Schatz, 'International Health Regulations: Neankfate for Scientific Cooperation' (2005) ASIL
Insight .

%% ibid.

39 M Baker and D Fidler, 'Global Public Health Sulagice under New International Health Regulations'
(2006) 12 (7) Emerging Infectious Diseases .

397D Fidler, International law and Infectious Diseas@larendon Press, Oxford 1999).

3% B Plotkin and A Kimball, ‘Designing an InternatarPolicy and Legal Framework for the Control of
Emerging Infectious Diseases: First Steps' (200#in@rging Infectious Diseases 1; D Leive,
International regulatory regimes: case studies @&alth, meteorology and fodtlexington Books,
Lexington (MA) 1976); K Tomasevski, 'Health' in @Hachter and C Joyner (ed#yited Nations Legal
Order (Cambridge University Press, Cambridge, Unitedgdiom 1995).
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A feature of the IHR 2005 that could counteracs thieakness is its dispute settlement
mechanism. According to Article 56 of the IHR 208ate parties that cannot settle their
dispute (by means of negotiations, mediation octiation) can either refer it (1) to the
WHO DG for settlement or (2) to arbitratioi’ The IHR also mentions that states may
seek ‘to resort to the dispute settlement mechanmther intergovernmental
organizations or established under any internatiageeement’. Currently, the

effectiveness of the IHR dispute settlement mecmaris still uncertaift>

Finally, recommendations have been the most poputghanism under the
WHO.* One of the best known recommendations is the VgH@ernational Code of
Marketing of Breast-milk substituté® This code arose from concerns over the
processed food industry’s controversial marketiragpces for breast-milk substitutes.
These concerns led to a 1979 joint meeting on trdad young child feeding by WHO
and UNICEF, and a draft code was submitted to tl#ONExecutive Board for
consideration in 1981A key topic of discussion at this meeting was weketb adopt the
code as a regulation or a recommendation. Intagdgtthe WHO Legal Counsel at the
time argued that breast-milk substitutions sho@ddnsidered ‘nutritional medicine’
which meant that this topic could be regulated udécle 21. The Executive Board,

however, ultimately decided upon the applicatiom oécommendation in order to ‘avoid

399 Arbitration is conducted according to the Perma@surt of Arbitration Optional Rules for Arbitrat)
Disputes between Two States. IHR 2005, Article h6@ccording to Plotkin and Kimball, ‘a membertsta
is authorized to bring the dispute to the Inteval Court of Justice in the Hague for decisioraft,
93[3]). ... WHO's right to request advisory opinidinem the International Court of Justice has yielded
court rulings in only two cases. Thus, disputeseappo be usually handled informally through the @/H
bureaucracy.Plotkin and Kimball.

9t has been noted, however, that the former IHfputie settlement mechanism was ‘largely
underutilized’. See Burci and Vignes, p. 138.

01 akin, p. 34. See also Fidler and Gostin, 'ThevNeternational Health Regulations: An Historic
Development for International Law and Public He'ajph 93.

402 Resolution WHA 34.22 (1981). See also Burci aigh¥s, p. 142.
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rejection of a binding code by a number of devetbpauntries trying to safeguard their
commercial interest§?® This recommendatidf’ was approved by the WHA later that

year but without unanimity due a dissenting votarfra developed country.

Generally, recommendations do not require repodiriggations unless it was
‘explicitly’ drawn under Article 23 of the WHO Cotiition.*°> Burci and Vignes
observe that the WHA has rarely invoked Article @8cept for the ‘four or five such
instances’ he found in WHA records. (One of theséances includes the International
Code of Marketing of Breast-milk substitutes.) eylbelieve that, from a legal point of
view, use of Article 23 ‘does not change the rec@ndatory nature of the decisiori®.
They also comment that the WHO has never enforced eporting requirements,
which renders the significance of recommendatiorteu Article 23 to be
‘insubstantial”®®” The WHO’s weak enforcement of reporting practices
recommendations may partially explain Lawrence Bastd David Fidler’'s observation
of the ‘mixed record of state compliance with WH@dJommendations]’ in past

decaded®

Given the apparent preference for soft law mechasisver the WHO's available

hard law options, one might ask why this has beercase. Some WHO officials

“Sibid, p. 144.
404 Resolution WHA 33.23

%5 Burci and Vignes, p. 142. (If a recommendatiodrswvn under Article 23, then Member States are
obligated to report annually to the WHO under Aeti62 of the Constitution; WHO Constitution, Ar2.5

“%ibid, p. 142.
“ibid., p. 142.

“% Fidler and Gostin, 'The New International HealtgRlations: An Historic Development for
International Law and Public Health', p. 93.
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attribute this strictly to member state preferefi@@<Essentially, the WHO acts on
member state demands determined at the WHA ane taerbeen a lack of ‘political
will’ to utilize the harder law mechanisms (i.eedties and regulations) over
recommendations at the WH®. It has been argued, however, that soft law meshen
are ‘useful’, that a lack of treaties or regulai@oes not mean that WHO has ‘failed’,
that hard law mechanisms (such as treaties) aggyaimeans to an end’, and that
international lawyers are often biased towardsemeschanisms as the solutidf.

Burci and Vignes have also noted that the decisigtr for the negotiations of hard law
under the WHO is ‘the attitude of WHO’s memberesain particular their confidence in
the organization as an instrument for establishmgnitoring and administering
international binding instrument§*? The lack of ‘normative tradition’ in WHO's
governing bodies makes many delegations and masstf health ‘unfamiliar or even

uncomfortable with negotiating and debating intéomal legal instruments*!

% Hence,
the success of the FCTC ‘will probably be instrutaém overcoming or confirming this

reluctance™*

Burci and Vignes provide several reasons for tleéepence of soft law over hard
law mechanisms. One reason is found in ‘the diffies inherent in formalizing

technical requirements in a rapidly evolving domaimd the ‘reluctance of the

%9 |nterviews WHO (17 Sept 2007).
19 |nterview DC (23 April 2008).
“ibid.

*2Burci and Vignes, p. 155.
*Bibid., p. 155.

“4ibid., p. 155.
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Organization to indulge in ... the “making of offiticience™**® Another reason is the
‘need for adaptability to local circumstances’ giube ‘uneven development of states in
science and technolog$*® Burci and Vignes also claim that ‘the cost of ntaiming
centralized facilities for the administration of&ly binding instruments’ can be
burdensome to an organization like WH8. Hence, the WHO's present utilization of
non-binding recommendations has been viewed a®ee‘national approach to norm
creation’ and that WHO *have more impact than wekland are actually harder through

their credibility — even without the courts and@eement mechanismé™®

Other Organizational Issues

The WHO's problems in influencing member stateadbin ways that promote
international health extend beyond their applicatblegal mechanisms. The
explanations for its weaknesses are often econamiiwiral, and political. In addition,
these issues are derived from a mix of factorsah@endogenous and exogenous to the
organization. (As noted earlier in this chapteis section will primarily consider the
endogenous factors as the next two chapters velsassome of the exogenous factors

that have affected the organization.)

“ibid., p. 153.
“%ibid., p. 141.
“ibid., p. 141.

“18 |nterview DC (20 Feb 2008).
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Economic Limitations of the WHO

Many of WHQO'’s organizational problems are linkedttosevere budgetary constraints,
which in effect limit its financial autonomy as eastitution and creates resource
shortages for its core functions. The WHO'’s budgéihanced as two distinct parts.
One part is the General Budget, which receivessasslecontributions from governments.
The second part is known as the Extrabudgetary $;wmdich receives voluntary (but
earmarked) contributions from governmettsother UN agencies, and other sources
(e.g. nongovernmental organizations and the prisettor). The ongoing practice by
member states of primarily funding outside the WB8E€neral Budget, which receives
only 28% of non-earmarked funds while 72% goes spiecified programs (under the
Extrabudgetary Fundé¥’ has transformed WHO into a very ‘donor-driven’ amigation
and restricted its ability to direct and coordingte agend&** A consequence is that
WHQO's operations have become increasingly fragnterdempartmentalized programs
so that donors can claim credit and assert conttas. believed that this has also led to

the associated problem of ‘unhealthy competitiomagndepartments within the

19 The major donors to the extrabudgetary funds heesn the USA, Sweden, the UK, the Netherlands,
Norway, Denmark, Japan, Canada, Italy, and Swinrelrl The largest donors, US and Sweden, have
together provided approximately 27% of the totatabudgetary funds.

20 A recent study by Stuckler et al. revealed that®#Hgeneral budget “was much more closely aligned
with the actual global burden of disease than weeeextra-budgetary funds.” WHO's general budget
(2006-2007) allocates 61% to infectious diseas@®; ® noncommunicable diseases and about 1% to
injuries. On the other hand, WHO's extra-budgefands (for 2006-2007) allocate 91% to infectious
diseases, 8% to non-communicable diseases, and Hzaouo injuries. D Stuckler and others, 'World
Health Organization Budget and burden of diseasenaparative analysis' (2008) 372 The Lancet 1563.

“2L\WHO, 'Working for health: An introduction to thedfNd Health Organization' (2007) Geneva <
www.who.int/about/brochure_en.pdf (accessed Oct2008)> ; Burci and Vignes. (According to Laurie
Garrett, another consequence of this financial lamixze is that ‘countries with the greatest headtbds
have to listen to the countries with the most man&ge T Johnson, 'The World Health Organization'
(2009) Council on Foreign Relations
<http://lwww.cfr.org/publication/20003/world_healtbrganization.html> (10 Aug 2009).)
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WHO'.*?? This trend has also caused WHO competition witlewinternational agencies

for the financial support of member states andptineate sector.

It has also been observed that the topic of budgen dominate meetings’ at
the WHO, due to the volume of voluntary contribngdo the Extrabudgetary Fund and
state concerns over financial transparency, andtsa® more time and energy expended
on “financial discipline and budgets than on defim and formulation of policy**
Another concern regarding WHQO'’s Extrabudgetary Foedains to the lack of
coherence between donor objectives and the WHGQGikHebjectives. This is because
the allocation of state donor funds to the WHO setadbe conducted by state
development agencies and their objectives arelnatya aligned with WHO policies and
objectives for healti®* Furthermore, the imbalance in funding betweerGkaeral
Budget and Extrabudgetary Fund has caused the VBH€t increasingly on temporary
staffing, through short-term contracts in ordebétter control its resource costs, and the
use of external consultants for contracted workis has a significant impact on the

WHQO's internal knowledge base because of the higtotver in experts.

WHO'’s Agency Culture
Criticism has been directed at the WHO for its c&dnce to apply stronger international

health governance mechanisms, despite the boldomiaad sweeping powers granted in

22 people's Health Movement, Medact and Global Eqiiiyge AllianceGlobal Health Watch 2 (2007—
08) (Zed Books, London 2008).

2 Koivusalo and Ollila, p. 9-10

“24ibid., p. 10.
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its constitutior* As indicated in the legal mechanism analysis, W4® shown a

‘reluctance to utilize its legal powers or adomdkprinciples as a means of facilitating
its health strategie§®® Scholars obsenthat the organization ‘appears to envision its
legislative role as neither active nor even reactbut merely observationaf?” This has
resulted in beliefs that WHO'’s weak policy contrate ‘slavishly in thrall to its Member
States’, whereby ‘[a]ppropriate respect for nati@mvereignty ‘ has been ‘overtaken by
[WHO's] blind obeisance to narrow national wish&'. These critics argue that the
meaning of ‘sovereign state’ has changed in théextof today’s global health
environmenf? and WHO must ‘reorient its attitude towards Mem®tate[s]'**° Such
an effort would require WHO to revamp its curregppuitation for observational data
collection and technical medical standardizatiorone of ‘dynamic’ international

governance, as originally intended by its Constituf=*

While scholars have attributed WHO's reluctancapply its legal powers to the
organization’s ‘traditional conservatism’, it issgyved that WHO’s organizational

behaviour has actually been changing since the eéibirector-General Gro Brundtland

*% Lakin; Fidler, 'The Future of the World Health @nization: What Role for International Law?'; A
Taylor, '‘Governing the Globalization of Public H&a(2004) 32 (3) J L Medicine and Ethics 500.; [bay
‘Making the World Health Organization Work: A Ledalamework for Universal Access to the Conditions
of Health'.; Gostin.

%8| akin, p. 24. See also D Fidler, 'Development®iving SARS, International Law, and Infectious
Disease Control at the Fifty-Sixth Meeting of th@Nd Health Assembly' (2003) ASIL Insight .

2" Taylor, 'Making the World Health Organization WorkLegal Framework for Universal Access to the
Conditions of Health', p. 343.

“28 Fidler, 'The Future of the World Health OrganiaatiWhat Role for International Law?', p. 1121.
“Pibid., p. 1106.
*Nibid., p. 1121

3L Lakin, p. 24. See also Taylor, 'Making the Wdddalth Organization Work: A Legal Framework for
Universal Access to the Conditions of Health', pr.3
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(which ran between 1998-2008f. Examples, such as the WHO's changing attitude
towards its engagement with other institutions.(&/dO), approach to health issues (e.g.
human rights) and use of legal powers (e.g. th& 28R revision and the FCTC
negotiationsf?? indicate a significant move from being a stri¢ghnical organization.
Yet, given the frequent turnover in WHO leaderghigt has occurred since 2003 (with
the sudden death of Lee Jong-wook in 2006, theimtdirection of Anders Nordstrom,
and the recent instalment of Margaret Chan), itaiesiunclear whether Brundtland’s
legacy of organizational change will be carried@achieve a ‘genuine adaptation or
evolution of WHO's conservative cultur&? It was observed that a sense of heightened
political sensitivity to powerful member state irgsts remains within the organization,
although there are unofficial actions that the Etioe-General and officials can exercise
to influence organization’s direction. These acicas described in the case study on the
WHQO'’s Intergovernmental Working Group (in Chaptgrificlude the appointment of
committee ‘experts’, the approval of certain norgyovnental organizations to ‘official

relations’, and other influential activities.

32 Taylor, 'Governing the Globalization of Public Htag p. 505.

33 Another example of a WHO effort to apply a stranggal mechanism, though not successful, is
illustrated by the case of the International CofiBlarketing of Breast-milk substitutes. This catese
from concerns over the processed food industryfgrogersial marketing practices for breast-milk
substitutes. These concerns led to a 1979 joietinggon infant and young child feeding by WHO and
UNICEF, and the subsequent draft code that was iigahto the WHO Executive Board for consideration
in 1981. A key topic of discussion at this meetivegs whether to adopt the code as a regulation or a
recommendation. Interestingly, the WHO Legal Celiias the time argued that breast-milk substitugion
should be considered ‘nutritional medicine’ whickant that this topic could be regulated under Fertid.
The Executive Board, however, ultimately decidedrufhe application of a recommendation in order to
‘avoid rejection of a binding code by a number e¥eloped countries trying to safeguard their concmér
interests’. Burci and Vignes.

34 Taylor, 'Governing the Globalization of Public Htba
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The Impact of AIDS as a ‘Catastrophic Event’ on WHO & the Problem of
Internal Politics

Disasters and crises can be a major factor leadicgange in an international
organizatiori>> The HIV/AIDS epidemic in developing countries Hesl a profound
impact on the WHO as an institution. This crisa$ only highlighted the WHO’s
weakness as an institution for global health, balso brought the issue of access to
essential medicines to centre stage in the intematarena. In 1986, the emerging
global HIV/AIDS crisis was brought to the attentiofithen-Director General (DG)
Halfdan Mahler who was initially sceptical of itsverity but later convinced by a
prominent AIDS expert, Jonathan Mafiff. DG Mahler decided to appoint Mann as the
head of a ‘special program[me] on AIDS that bypd3a#O’s [usual] chain of
command’ and the programme quickly ‘grew headlon{into] one of the organization’s
biggest program[me]4®’ This programme, known as the Global Programmal®s

(GPA), did not enjoy its special status for vergdadue to internal organizational

politics.

In 1988, when DG Mahler retired, Hiroshi Nakajimasaappointed as the new
WHO DG. DG Nakajima, like some others within thec&tariat, held a ‘general
displeasure at Mann’s privileged status and unolkestyle’**® Nakajima also did not
share DG Mahler’s belief that HIV/AIDS would leamld global health crisis and set

about limiting Mann’s (and hence the GPA’s) poweithin the WHO**° In response to

43> Kapur.
3% B Gellman, 'An Epidemic of InactioBeattle TimegSeattle, Washington (USA) 14 July 2000).
**7ibid.

438 ipid.
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the new DG’s political tactics, Mann decided tagadrom the WHO but a more
constrained GPA programme continued under anotiemial appointee. As the AIDS
crisis grew, the WHO'’s weak response and lack adéeship led to the entry of other
powerful international organizations (such as therld/Bank) which established a

growing number of AIDS-related projects in devetaptountries:*

An international
organizational ‘turf battle’ over HIV/AIDS progranes ensued and the UN was called
upon by donor governments to find a solution te fitoblent** The UN responded by
forming a Joint UN Programme on HIV/AIDS (known@KAIDS) in 1996. (UNAIDS
is discussed in further detail in Chapter 4 onitusonal Interactions). This new
international organization was created to help dimate and harmonize UN agency
activities on HIV/AIDS, which resulted in the distthng of GPA at WHO and the

transfer of ‘its competencies, personnel and ressuio [UNAIDS]'#4?

WHO'’s normative involvement in HIV/AIDS, howeveraw reinstated in 2000
under the term of DG Gro Brundtland. During DG ittland’s term, WHO ‘started to
develop its own HIV/AIDS policy’ and build up itsIWAIDS department - resulting in
direct competition between WHO and UNAIDS for thkad role in the governance of this

issue ared*® This led to criticism over the ‘duplication of sttures’ and the growing

*¥ibid. It has been reported that DG Nakajima bat&PA's resources, refused to grant GPA the ‘legal
authority to send [its] budget’, excluded Mann frametings, and rejected Mann’s travel requests.

#40\W Hein, S Burris and C Shearing, 'Conceptual Msde Global Health Governance ' in K Buse, W
Hein and N Drager (ed$jlaking Sense of Global Health Governaifealgrave MacMillan, Basingstoke,
UK 2009).

1 Gellman.

#42|_ Kohlmorgen, 'International Governmental Orgatitas and Global Health Governance: the Role of
the World Health Organization, World Bank and UNADn W Hein, S Bartsch and L Kohlmorgen (eds)
Global Health Governance and the Fight Against lhd AIDS(Palgrave Macmillan, Basingstoke, UK
2007), p. 130.

*“3ibid. p. 130.
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lack of distinction in organizational mandaféSWHO attempted to re-establish its
leadership role on HIV/AIDS, under the subsequemhtof DG Lee Jong-wook, through
the creation of the ‘3 by 5’ initiative in 2003THe ‘3 by 5’ initiative was discussed
earlier in this chapter in the ‘substantive compahéiscussion.) Though the initiative
fell short of its total goal in 2005, the DG Leesteommented that ‘3 by 5’ was an
attempt by WHO to go beyond ‘business as usual*emahg[e] its way of working,
alongside member states and financial and techparéhers, to reach key national health
goals and strengthen equit{*> WHO has also commented that the actual ‘goal’ twas
take a step towards ‘making universal access of AIIS prevention and treatment
accessible for all who need them as a human ragid’that the three million was simply
a ‘target’ in working towards that go&f Critics of ‘3 by 5’ felt that the WHO's ‘lack of
programme structure’, ambitious targets, and ldakibally secured funding
commitments, was a major weakness of the initiativibat it ‘reflect[ed] the uncertainty

with which WHO was working’ and ‘mirror[ed] the retave way in which [the]

“emergency” initiative was managet”

Some major internal challenges can be attributebdegshortfall in achieving ‘3
by 5. For example, an evaluation of the ‘3 byritiative found that interdepartmental
collaboration between different technical departteevas weak and led to problems of

conflict and duplicatiofi?® In addition, the ‘3 by 5’ relied heavily on extradgetary

“4ibid. p. 130.
42 Jong-wook., p. 2083.

*®WHO, ‘The 3 by 5 Initiative’_http://www.who.intl8/5/en/

4" Nemes and others, p. xxvii.

“48ibid, p. 92; P Nunn, A Reid and KM DeCock, 'Tuheesis and HIV Infection: The Global Setting'
(2007) 196 Journal of Infectious Diseases S5-18,10.
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funds, which left the initiative ‘vulnerable to tperception of donors and their
willingness to fund the organizatio#? There was a lack of commitment (and legal
hurdles) in financing the ‘3 by 5’ initiative byahJ.S. and the Global Fund; however,
Canada ‘rescued’ the initiative with a significaleination of US $ 81.7 M (which was
over half of the government contributions to thigative).**° This led to problematic
delays in the implementation of the initiative ahd staffing of key personnel (e.g. ‘3 by
5’ country officers), which did not occur until nghe end of the initiative’s allotted time
period?* Furthermore, the autonomy of the WHO regionakef and their impact on
the performance of WHO programmes at the countrgl lproved to be problematic due
to the WHO regional leadership’s lack of ‘proactj@ad willing] participation’ in an

initiative that was being ‘championed from a haaatters level**?

There are academics who argue that the ‘3 by Batiie was a strategic move by

WHO to ‘play a more prominent role in this cenfirald of global health governance in

order to defend its claim to be a legitimately msgible institution for global healt{*?

This could very well have been the case as the AID$ field has no single organization

A54
r

leader;”" the general perception that ‘WHO is the multilatergency mandated to lead

the global health sector response to HI¥”".Such an effort, however, would be heavily

49 Nemes and others, p. xxix.

*ibid., p. 26. (It is reported that other signifitalonations to the initiative were made by the JS

$23.4M], Sweden [US $14.8M], and Norway [US $8.6 Mjee Nemes and others, p. 66 )
> Nemes and others, p. 61.

42 ibid, p. 61.

53 Kohlmorgen, p. 134.

54 Nemes and others, p. 60.

“5Sibid, p. 83. (According to an external evaluat@mmducted on the ‘3 by 5’ evaluation, it found ttere

existed a ‘consensus’ on this WHO mandate ‘amoakgs$tolders, development partners, other United
Nations institutions and national governments’.)
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reliant on partnership with and support of the otbN agencies and the Global Fund
operating in the HIV/AIDS environment. (Chaptenr Institutional Interactions will

continue a discussion on this point regarding thky 5’ initiative.)

WHO'’s Non-State Actor Relations and Credibility Concerns

Over the years, non-state actors (e.g. privatebases, special interest and activist
groups, and philanthropic organizations) have ctor@ay an increasingly important role
in global health — especially in the area of actesssential medicines. WHO is
encouraged by its constitution to ‘interact, cohsamd cooperate’ with nongovernmental
organizations (NGOs) and it possesses the cagacrgrk with them formally or
informally.**® In a formal capacity, WHO can establish relatiofith non-state actors that
have entered into ‘official relations’ with the amjzation®®’ This status confers several
rights to NGOs, which include: designation of a+voiting representative to WHO
meetings (as well as committees and conferences®sa to non-confidential documents
and Director-General approved information; and ssbion of memorandums to the
Director-Generaf*® NGO entry into WHO official relations starts withutually
benefiting acts’ that builds through an informahd-term relationshi>® The Executive
Board ultimately gets to decide whether or notrang official relations status to the
NGO. In the past, the process of obtaining ‘officelations’ has been criticized as long,

bureaucratic, demanding, and forf&@WHO is addressing these concerns through the

“® R Loewenson, 'Civil society influence on globahltle policy' (2003) WHO Civil Society Initiative

“>"WHO, Principles governing relations with nongoweental organizations.
http://www.who.int/civilsociety/relations/principdéen/index.html

58 CONGO, 'NGO participation arrangements at the W m other agencies of the UN System' (2006)
The Conference of NGOs in Consultative Relationstith the United Nations

459 ipid.
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application of a special ‘fast-track’ process torpk greater NGO participation at its
meetings. The fast-track procedure has been usegémt major WHO meetings, such as
the sessions for the Framework Convention on Tab&antrol and the
Intergovernmental Working Group (IGWG) for Publie&lth, Innovation and Intellectual

Property (to be discussed in Chaptef*®).

Informal relations with WHO can take the form obfio-private partnerships
(PPPsY®? and this is an approach that the WHO has utilteddverage industry
strengths (i.e. funding, manufacturing of mediedated goods, research and
development). In fact, it has been suggesteditd®’s engagement with or creation of
PPPs could serve as a way to ‘strengthen it[s¢]r@$ a central actor in [global health
governance] within an increasingly crowded and petitive landscape of international
actors?®® For example, the WHO has formed partnershipkérptast where ‘drugs were
donated by [a pharmaceutical company]’ and ‘privagetor support for the funding of
new financial arrangements for health within T&f[and inter-agency health research
initiatives’ were actively soughf® Critics fear that the WHO's relations with prieat

industry (e.g. pharmaceutical companies) will @gabblems in terms of ‘equity,

*0WHO, 'A study of WHO's Official Relations systenittvNongovernmental Organizations' (2002)
WHO Civil Society Initiative <http://www.who.int/gilsociety/documents/en/study.pdf> ; WHO, 'WHO's
interactions with Civil Society and Nongovernmer@abanizations' (2002)
<http://www.who.int/civilsociety/documents/en/stuggf> .

“1\WHO, 'A study of WHO's Official Relations systenitivNongovernmental Organizations' ;WHO,
'WHO's interactions with Civil Society and Nongowmetental Organizations' ; WHO, '120th Session of the
Executive Board Decision and List of ResolutioEB3120/DIV/3' (2007) World Health Organization
<http://lwww.who.int/gb/ebwha/pdf_files/EB120/B120I\3-en.pdf> (22 January 2007)

%2 ppps are joint ventures between the WHO and atpractor (e.g. business).

63 Kohlmorgen, p. 128.

“4TDR is a Special Programme for Research and Tgiini Tropical Diseases that is co-sponsored by
four international organizations (including WHO).

%> Koivusalo and Ollila, p. 19.
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normative functions and the orientation of globalth policies’ in WHO's ‘role as a
public interest organizatiofi°® There have also been concerns raised about éukefoe
more balanced representation in WHO'’s interactoitis non-state actors as more
engagement is needed with NGOs from developingtaesn(rather than only developed
states). Hence, these criticisms highlight theartemce of transparency, balanced
representation, and accountability for the WHOgsprve its legitimacy as a central

international health institution.

Conclusion

This chapter sought to characterize and analyz8VH® as the core international
institution for health. The application of Youngtsee component analysis reveals the
strengths and weaknesses of the WHQO'’s laws, psliaied programmes; structure and
operations; and compliance mechanisms in relatontérnational health issues, such as
AEM. The WHO has established an expansive arrédl-related resolutions and
even launched two bold projects related to AEM ¢he ‘3 by 5’ initiative and the
inclusion of ARV generics on the prequalificatiast), despite the highly political nature
of these efforts. While the WHO does not rely astenial inducement and coercion to
influence states (due to its limited resourcesgeeral preference for soft laf, there
are other ways through which the secretariat cimeince member states (as illustrated
by the WHO’s AEM programmes and technical policiéds described in Chapter 6, the
WHO's recent efforts with the Intergovernmental \Wing Group (IGWG) on Public

Health, Innovation and Intellectual Property magnal a potential change in the WHO'’s

“%ibid., p. 16

5" The reasons for this were discussed in the ‘ntiinal Analysis of WHO’ on the WHO's use of legal
mechanisms and other organizational issues.
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past submissiveness to powerful member state prefes and its traditional tendency
towards handling apolitical technical issues. s thapter indicates, the WHO's ability
to assert its leadership on AEM will also highlypdad on the director-general’s

willingness to champion the issue.

While the WHO has various legal mechanisms aval&bbddress AEM (e.g.
treaties, regulations and recommendations), theiafpprocedures and member state
politics can make it challenging to frame AEM ushmyd law. Also, even if a treaty
could be established on AEM, the process of ratiioe and enforcement could prove
problematic for WHO. At present, the WHO has depet a substantial body of ‘soft
law’ pertaining to AEM (which either directly addises the issue or mandates WHO to
address the related matters of trade or intellépnoperty)?°® These resolutions, though
not binding upon states, could prove useful. latien to IAC for AEM, these
resolutions can provide a basis from which devedagmintries can be evaluated and
judged by fellow countries and non-state actorse processes of socialization
(particularly moral consciousness-raising throuigdinsing and persuasion) could provide
a useful means of inducing developed countries tasvBAC for AEM implementation.
Another key means of achieving compliance with kggmns would require WHO to
exercise its monitoring and reporting powers (urilgicle 62). This would provide a
means for state self-evaluation and comparisomagather states, which could perhaps
help trigger the process of acculturation. Statag be motivated to act differently, if
reports are publicized or if they receive damagnticism, in order to avoid looking bad.
WHO's ability to exercise its monitoring and repogt powers, however, are hindered by

its limited general budgetary resources.

“%8 The WHA resolutions expanding the WHO’s mandate international trade-related matters will be
explored further in Chapter 4 on Institution Intians.



127

WHO's role in the governance of AEM is critical la@se of its health (and right
to health) mission, expertise, and universal coimgepower, but the institution faces a
number of daunting challenges operationally anacatrally. While these challenges can
be attributed to endogenous factors (e.g. agentyreubureaucracy, and internal
politics), much of this can also be attributedite €xogenous factors of state politics,
competing issues (e.g. intellectual property righdad the struggle for financial power in
the international arena. The next two chaptersdescribe and examine these external

factors in relation to IAC for AEM.
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Chapter 4: INSTITUTIONAL INTERACTIONS ON
ACCESS TO ESSENTIAL MEDICINES

Introduction

The problem of access to medicines has brought fartnerous calls for greater direction
by the World Health Organization (WHO), but thestixig international institutions for
trade and development which interact on this iggesent significant complications for
coherent and coordinated governance. While théutisns for trade and development
may not have intended to preside over this isse&, dheir influence and activities have
serious implications for how states can implemelBMPas a matter of public health. As
a result, global misaligned priorities, duplicatejpcts and conflicting agendas are some

of the daunting challenges that face the governahaecess to medicines today.

To make sense of the chaos surrounding the issaecets to medicines, there is
a need to understand how current internationatinsins interact over the issue of
AEM. The previous chapter (Chapter 3) discussedrtstitutional role that the WHO
plays in global health and how it has dealt with ifsue of AEM, but this chapter will
show that there are significant complications ateemandate and functions with other
major international institutions (i.e. institutiofeg trade and development). These
interactions lead to the question of whether ingtihal synergies and conflicts between
health and other regimes can be addressed and Hoiw chapter uses theories from the
social sciencé®’ (as discussed in Chapter 2 on the Theoretical &nank) to
characterize the interactions between these itistitgion the governance of access to

essential medicines.

49 For example, these include theories from inteomei relations and organizational behaviour.
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The chapter is organized into four parts. The pest of the chapter will provide
a brief recapitulation of the theoretical conceggiplied in the current study of
institutional interactions between internationadliie and other regimes (i.e. trade,
development, and human rights) over the issue@ra&M. The second part of the
chapter provides a brief summary of the internaidrade regime’s involvement in AEM
and how it interacts with the World Health Orgati@a. The third part of the chapter
includes a brief summary of the major organizatifmmsnternational development in
health and how they interact on the matter of AlEMérms of HIV/AIDS assistance).
The final part of this chapter concludes with acdssion of the implications of these

institutional complexes for IAC for AEM.

The Analysis of Institutional Interactions: A Brief Recapitulation

The chapter applies the tripartite analytical fraroek developed by W. Bradnee
ChambersJoy Kim,and Claudia ten Have for the study of institutionéractions. This
framework, as discussed in Chapter 2, specifiethuestions for analysis:
(1) ‘What are the links of inter-institutional loénce and interaction?’;
(2) ‘What implications does this [interaction] ddbr the interests of
stakeholders, for the formation, operation and em@ntation of the specific
institution, for its performance and effectiveness for the overall governance
context?’;
(3) ‘[IIn what ways can issues and processes aénstifutions be strategically
linked and arranged to reinforce each otHé??’
The first question sets out to characterize the pfpnstitutional linkage occurring
between the international health institution areldther institutions (i.e. trade and

development). The form of linkage can assume orfewfcommon forms: (1) overlap;

4’ Chambers, Kim and ten Have, p. 3-4.
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(2) parallelism; (3) nesting or embedding; andofd}tering?’* Institutional interactions
can arise in a variety of ways (such as organinatimandates or operational functions,
rule formation and implementation, etc.), but tdeynot all lead to the same outcoffie.
By identifying the form of linkage that is occurgiletween the institutions, this can help
determine whether the different institutions migatin conflict due to institutional

overlap or competition due to institutional paridie.

The second question sets out to determine the nimengolitical, and operational
implications of these institutional interactionsddo identify the interactional problems
(e.g. conflict or competition) that are affectimg tgovernance of AEM. In terms of the
normative and operational implications, | consiter effect of different rules and
objectives, organizational functions, reportinggadures, and enforcement mechanisms
on IAC for AEM. With regard to the political impltions, my analysis considers the
potential empowerment of different states (e.gettgyed or developing countries) and

the strategic manoeuvres that can be taken by #tates.

The third question takes the information gatherechfthe first two analytical
guestions to consider how institutional interact®and could be managed to improve
the governance of AEM and to attain greater IACtlas issue. A discussion of this will
be covered in this chapter as well as Chapter G(gimg Trends in the Governance of

AEM). Due to the lengthy and involved naturelagtanalysis, | have set the discussion

“"1 please refer to Chapter 2 (theoretical framewfmkjietails about each form.

72| uncovered these linkages of interaction throagtanalysis of organizational documents pertaitong
AEM (in terms of the institution’s mandate and aggiEms), interviews with and/or public statements b
former and current organization officials and staffd a review of the emerging academic literatume:
NGO policy briefs on the interactions between thd@/and other institutions.
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of two case studies of recent efforts to manag#uisnal interactions (i.e. one

occurring in health and trade and the other inthesld development) for Chapter 6.

The Institutional Interactions between Internationa | Health and
Trade

A key reason for the interaction between the irggomal institutions for health and trade
is the issue of access to medicifi€sAs discussed in the introductory chapter (Chapter
1), the international intellectual property rulesablished via the Agreement on Trade-
Related Aspects of Intellectual Property Rights IR creates the need for all World
Trade Organization (WTO) members to grant patewtiggtion for medicines. This
includes numerous developing countries where pat@etéction previously did not exist
and had to be adopted into national law in ordexotaform with WTO rules. Many
developing countries are concerned, however, gtabishing patent protection for
critical medicines will limit their access (e.g.edto high prices and the lack of

affordability).

This section briefly introduces the internatiomatitution for trade (i.e. the World
Trade Organization) and its rules related to meegi It also describes the WTO'’s
functions and mechanisms in relation to AEM govaosa(namely the work of its rule-
setting and dispute settlement bodies). The gsethien proceeds with an analysis of the

institutional interactions between the WTO and Wti@ugh the tripartite analysis (i.e.

*"3 There are other reasons for interactions betweteniational health and trade, such as the issitég o
trade in health services or products. These agees are associated with the WTO’s other bodgved —
i.e. the General Agreement on Tariffs and TradeTG} General Agreement on Trade in Services
(GATS), the Agreement on Technical Barriers to Br40BT), and the Agreement on the Application of
Sanitary and Phytosanitary Measures (SPS). Thbse issues and agreements, however, are notlgirect
applicable to my discussion on access to essenédlcines and outside the scope of my research.
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characterizing the interaction, identifying implicens of the interaction, and considering

the management of the interaction).

The World Trade Organization

The World Trade Organization (WTO) is the interaadl institution for trade that has
become involved in the governance of access tongabmedicines, albeit
unintentionally. In its functional capacity asiaternational organization, it serves as a
forum for the establishment of trade agreementsaarah adjudicator of disputes brought
between its member stat€8. The WTO, by its legislative function, becameefdavith
the issue of access to essential medicines afiewarful group of developed countries
pushed for the passage of the Agreement on TratieReAspects of Intellectual
Property Rights (TRIPSY> TRIPS was an agreement, reached during the Uyugua
Round (1986-1994) of WTO discussions, which sowglgstablish minimum levels of
protection that each government has to give tortte#lectual property of fellow WTO
members*’® One such protection is that patents are grantethenum of 20 years in
exclusivity, which means that low cost generic iars of a patented medicine would

have to wait at least two decades before they doeillorought to market.

47K lida, 'ls WTO Dispute Settlement Effective?' (20 10 Global Governance 207, p. 207.

*"SWTO was selected as the forum for TRIPS negotiatlny developed countries, rather than the World
Intellectual Property Organization (WIPO), becatlmsy would be able to influence developing coustt@
accept the agreement in light of other trade démlan interview, a former government official inved in
the Uruguay Round negotiations, revealed that ¢ineeament was initially conceptualized as an
anticounterfeiting agreement that was considereéstablishment within the World Intellectual Prape
Organization (WIPQO). WIPO was eventually discodras a negotiating forum and the WTO was selected
instead due to the greater political leverage thestbped countries held within the WTO and WIP@Q&
of enforcement powers and strong developing counflyence. See S SePrivate Power, Public Law:
The Globalization of Intellectual Property Rigli@ambridge University Press, Cambridge, UK 2003);S
Sell, 'TRIPS and the Access to Medicines Camp#ifiD2) 20 (3) Wisconsin International Law Journal
481, p. 486.

*®WTO, 'Understanding the WTO: The Agreements [leéual Property: Protection and Enforcement). '
<http://lwww.wto.org/english/thewto_e/whatis_e/tifagrm7_e.htm> (10 Dec 2006).
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The TRIPS agreement, however, grants governmerterc@atent protection
‘flexibilities’ in its provisions. One such flexility is the application of compulsory
licensing, which is when a government allows adtpiarty or government agency to
produce a patented product or process withoutakenpowner’s consefit’ According
to TRIPS, the first required step in obtainingceifice is to seek a voluntary licence from
the patent holder on ‘reasonable commercial ternikis step does not apply to
situations of national emergency or other circumsta of extreme urgency, as well as
cases of non-commercial use (i.e. government uBRJPS also specifies that
compulsory licences are not exclusive to new lieesgi.e. the patent-holder still holds
the right to produce), and that the use of suanbtes is primarily for the supply of the
domestic market’® Furthermore, if a compulsory licence is granatequate
remuneration must be paid to the patent holfetUnfortunately, despite the existence of
these flexibilities to address public health crig@sch as HIV/AIDS), ‘some governments
were unsure of how these [rules] would be integateand how far their right to use them
would be respected® In recognition of this problem, the African GroapWTO
members pushed an initiative that eventually ledWhrO’s Ministerial Council (the
highest governing body of the WTO) to issue theiB®eclaration on TRIPS and Public

Health’ in November of 2001.

4" WTO, 'Compulsory Licensing of Pharmaceuticals aRiPS' (2005)
<http://lwww.wto.org/English/tratop_e/trips_e/publiealth_faq_e.htm> (10 Dec 2006). See also
Declaration on the TRIPS Agreement and Public Hgd November 2001) WT/MIN(01)/DEC/2.
48WTO, WTO OMC Fact Sheé006).

*79 Agreement on Trade-Related Aspects of Intelleduaperty Rights (15 April 1994) LT/UR/A-1C/IP/1,
Article 31h.

“8O\WTO, 'Understanding the WTO: The Agreements (letéual Property: Protection and Enforcement). *
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The Doha Declaration was lauded as a critical moyishing for governmental
support of access to essential medicines — withrdaslamations of the ‘need for the
WTO Agreement on [TRIPS] to be part of the widetioraal and international action to
address [public health] problems’ and ‘affirm tkiz@ Agreement can and should be
interpreted and implemented in a manner suppoofiW&®TO Members' right to protect
public health and, in particular, to promote acdessedicines for all*** To
substantiate these proclamations, the Doha Deidaretarified the rights that member
states possess to address the public health chesién their countries. These includeé:

(1) ‘[T]he right to grant compulsory licences and theedom to determine the
grounds upon which such licences are granted.’

(2) ‘[T]he right to determine what constitutes a natibemergency or other
circumstances of extreme urgency, it being undedstbat public health crises,
including those relating to HIV/AIDS, tuberculosmalaria and other epidemics,
can represent a national emergency or other ciranoss of extreme urgency.’

(3) ‘[T]he free[dom] to establish its own regime fontexhaustion of intellectual
property rights] without challenge.’

The Doha Declaration’s statement of Member Statedom ‘to establish its own regime
for [the exhaustion of intellectual property rightgthout challenge’ serves to reaffirm
Article 6 of the TRIPS Agreement on parallel impoictn*®* Under Article 6, ‘practices
relating to parallel importation cannot be challedginder the WTO dispute settlement
system.’” The rationale for parallel importatiomierms of access to essential medicines,
is to allow member states to obtain patented meekécirom another country’s market for

a lower price'®

“81 Declaration on the TRIPS Agreement and Public tHga4 November 2001) WT/MIN(01)/DEC/2.
*82ibid., Para. 5(b).
“83 parallel importation is the importation of a paeehproduct from another country’s market.

84 Declaration on the TRIPS Agreement and Public tHga November 2001) WT/MIN(01)/DEC/2.
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An issue that was initially unresolved in the 2@dha Declaration pertained to
how member states with insufficient or non-exist@ainufacturing capacity could make
effective use of compulsory licensing. It was segjgd that other capable member states
could help produce the medicines (under compulkoence on an incapable state’s
behalf) and export them. This solution, howeveslated the TRIPS provision on
compulsory licensing which requires that genermdpiction be ‘predominantly for the
supply of the domestic market [of a country coriferia compulsory licencef®® The
issue was later addressed in August of 2003 untiéf@ General Council
‘implementation agreement®® which permits member states to apply compulsory
licensing to medicines for export by means of agerary waiver. (This is also referred
to as the ‘paragraph 6’ system.) The decision esthe following*®’

(1) ‘Exporting countries’ obligations under Article 3jLare waived — any member
country can export generic pharmaceutical prodongtde under compulsory
licences to meet the needs of importing countries.’

(2) ‘Importing countries’ obligations on remuneratianthe patent holder under
compulsory licensing are waived to avoid doublenpagt. Remuneration is only
required on the export side.’

(3) ‘Exporting constraints are waived for developingl &ast-developed countries so
that they can export within a regional trade agrimwhen at least half of the
members were categorized as least-developed cesiatrthe time of the
decision. That way, developing countries can madesof economies of scale.’

The U.S. was initially opposed to the agreemenabse it wanted to restrict the health
conditions under this approach to only HIV/AIDS, lexa, tuberculosis and other severe

infectious illnesse&® Yet, after strong public criticism, the U.S. meled and signed the

waiver agreement in August of 2003. Any WTO Mem$tate is eligible to import

85 M Bloche and E Jungman, 'Health Policy and the W{PO03) 31 (4) J L Medicine and Ethics 529, p.
535.

“88 |mplementation of Paragraph 6 of the Doha Dedlamain the TRIPS Agreement and Public Health (30
August 2003) WT/L/540.

“8TWTO, TRIPS and Pharmaceutical Patents (Fact Shgape), p. 14.

“88 Bloche and Jungman, p. 535.
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under the agreement; however, a number of couritaes selected to opt-out or to only
use the waiver measures to import in times of natiemergency or extreme urgeffty.
To date, Canada, Norway, India, and the Europeaoridrave amended their national
laws to allow for production of medicines that wabile exclusively used for export under

compulsory licencé?

% The waiver agreement further specifies thatgowernment that
uses the system must inform all other WTO memlagest in order to prevent the
diversion of medicines to the wrong markets, buy om the extent of ‘reasonable
measures within their means’ and ‘proportionatth&r administrative capacitie§®*

An agreement to convert the temporary waiver inp@@manent measure through the
amendment of TRIPS Article 31(f) was reached indbelser of 2005 In order for the

amendment to be formally incorporated into the TRAYreement, two-thirds of WTO

member states must adopt it by December of 2811.

Beyond the technical issues of compulsory licensimg parallel importation, the

Doha Declaration also ‘reaffirm[ed] the commitmehteveloped-country Members to

BIWTO, TRIPS and Pharmaceutical Patents (Fact Sheet)
49 ibid.
“Libid.

92D Matthews, 'From the August 30, 2003 WTO Decidinthe December 6, 2005 Agreement on an
Amendment to TRIPS: Improving Access to MedicimeBeveloping Countries' (2006) 2 Intellectual
Property Quarterly 91, p. 2.

19 WTO, 'Members accepting amendment of the TRIPSAgent' (2010) World Trade Organization
<http://lwww.wto.org/english/tratop_e/trips_e/amermdiin e.htm> (15 July 2010). (The original deadline
for ratifications was December of 2007 and thenddglwer of 2009, but it was extended yet again when t
required number of ratifications had not been reddh 2009. It is also worth noting that the paoe
approved by the 2005 Amendment to TRIPS has oréy lised once ‘since its inception in 2003 — by a
company that has vowed never to use the system’alya to ‘the time and difficulty involved'. K Mar
‘Medicines Access Again Captures Attention at WBMPeogress Urged in Rouridtellectual Property
Watch(Geneva 30 October 2009); K Mara, 'Efficacy Of PRIPublic Health Amendment In Question At
WTO' (2010) Intellectual Property Watch <http://wvipvwatch.org/weblog/2010/03/01/efficacy-of-trips-
public-health-amendment-in-question-at-wto/> (1 8a2010); C Saez, 'Drug Access Waiver Debate
Looms For June TRIPS Council Meeting' (2010) letetilal Property Watch <http://www.ip-
watch.org/weblog/2010/05/31/drug-access-waiver-tielmims-for-june-trips-council-meeting/> (31 May
2010).)
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provide incentives to their enterprises and ingahs to promote and encourage
technology transfer to least-developed country Memsipursuant to Article 66.2* At
the Doha Ministerial Conference in 2001, the mensib&tes agreed that the TRIPS
Council should create ‘a mechanism for ensuringtibeitoring and full implementation
of the obligations*® This mechanism, which is currently being impleteeninvolves
the submission of periodic reports by developechtqunembers on progress and the
review of the TRIPS Council on the ‘effectivenesshe incentives provided in
promoting and encouraging technology transfer astieleveloped country membet¥.
The success of the developed country technologgfeea initiative will be critical to
helping least developed countries attain a sudténéong-term solution for access to

essential medicines.

Furthermore, Article 67 of TRIPS specifies thatvel®ped country Members
shall provide, on request and on mutually agreeddend conditions, technical and
financial cooperation in favour of developing arddt-developed country Membet¥’.
However, as Duncan Matthews notes, this provissageared towards the protection and
enforcement of intellectual property rights whiambfit the interests of developed

498

countries:™ Matthews also observes that the language ofrihvagion tends to favour

the position of the provider of cooperation (i.evdloped country). This is because the

494 Declaration on the TRIPS Agreement and Public tHga November 2001) WT/MIN(01)/DEC/2.

9 WTO, 'TRIPS Issues: Technology Transfer'
<http://lwww.wto.org/english/tratop_e/trips_e/tecntsfer_e.htm > (10 Dec 2006).

9% |mplementation of Paragraph 6 of the Doha Dedlamatn the TRIPS Agreement and Public Health (30
August 2003) WT/L/540.

97 Agreement on Trade-Related Aspects of Intelledraperty Rights (15 April 1994) LT/UR/A-1C/IP/1,
Article 67.

9% D Matthews, 'Bilateral Technical Assistance' (Qsftntellectual Property Seminar Series 2007).
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act of ‘requesting’ cooperation would create a sesfdlependency for the developing
country upon the developed country. Also, the rteagach ‘mutually agreed terms and
conditions’ on the request would require the depelg country to bargain with the
developed country. Unsurprisingly, the uptakeuafiscooperation by developing

countries has not been very succes$ful.

WTO Functions and Mechanisms

In order for the WTO to bring effect to the implemetion of the Doha Declaration, it
relies heavily upon the powers of the TRIPS Couawed the WTO Dispute Settlement
Body (DSB). The TRIPS Council, which opens its rhenship to all member states of
the WTO, holds the ‘responsibil[ity] for administey the TRIPS Agreement, in

particular monitoring the operation of the Agreeté!f Other functions of the TRIPS
Council include assistance to the DSB, if requesded consultation to member states on

TRIPS matterd®?

The DSB, on the other hand, serves to arbitrafgutits between member states.
The DSB is comprised of all WTO members and hasthkeority to establish expert
panels that will consider the case. After a p&eglrs the case and reports on its findings,
the DSB decides whether to accept the panel’s tgmak turn it into a ruling or
recommendation. The DSB then also has the redubtysof monitoring the

implementation of the ruling. Countries that haaesed offence are expected to comply

499 ipid.

*0OWTO, 'WTO Uruguay Round Agreements: TRIPS. (Rart Institutional Arrangements; Final
Provisions.) ' <http://www.wto.org/english/docs egfhl_e/27-trips_09_e.htm> (10 Dec 2006)

% jbid.
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by ‘bringing its policy into line with the rulingsr recommendations® If a country

does not comply with the ruling, the DSB has thevgaoto authorize trade sanctions
against the offending countr§® The WTO Dispute Settlement mechanism is consitlere
‘revolutionary’ in the sense that it gives ‘treatisuch as TRIPS] impact that is very
unusual in international law"* As David Fidler highlights, ‘[o]ne of the histoail
problems with treaties ... has been the unwillingredsgates to create dispute settlement
bodies that have compulsory jurisdiction and thegrao authorize enforcement against
violators.”® Consequently, the WTO’s DSB is an institutiona@mcteristic that sets it

apart from other intergovernmental organizatifis.

TRIPS Cases under the DSB

There have been two major cases brought beford/r@ DSB on the TRIPS
‘flexibility’ of compulsory licensing use. The §t case involved a dispute that was
brought by the European Union against Canada okiether the TRIPS Agreement
‘allowed governments to permit generic drug mantiisgcs to undertake and complete

the task of obtaining regulatory approval from plublic health authorities for the generic

*2WTO, 'Understanding the WTO: Settling Disputes'
<http://www.wto.org/english/thewto_e/whatis_e/tifdispl_e.htm> (10 Dec 2006).
*3ibid. See also J Rein, 'International Governarfeeiligh Trade Agreements: Patent Protection for
Essential Medicines' (2001) 21 Northwestern Jounh#éhternational Law & Business 379, p. 394. (elor
specifically, ‘[c]laims for breach of intellectuptoperty obligations can be remedied by injunctjons
monetary damages, or forfeiture of infringing goodsome form of mutually acceptable compensation.’

04D Fidler,Global Health Governance: Overview of the Rolentéinational Law in Protecting and
Promoting Global Public HealtlWorld Health Organization Discussion Paper Non3abobal Health
Governance 2002), p. 26.

*%Sibid, p. 26.

% The importance of the Dispute Settlement mechamitnthe WTO is well explained by Gregory
Shaffer. He notes that ‘[t]he difficulty of amendior interpreting WTO law through the WTO polifica
process enhances the impact of WTO jurispruden@eShaffer, 'Recognizing Public Goods in WTO
Dispute Settlement: Who Participates? Who DecidBls€ Case of TRIPS and Pharmaceutical Patent
Protection' (2004) 7 (2) Journal of InternationabBomic Law 459, p. 470.
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version before the expiry of the patent terfii’.Canada sought to apply this approach,
known as the ‘Bolar Exception® because it would allow them to bring the generic
version of a medicine to the market faster. ThepDie Panel ‘validated the Canadian
law allowing generic drug makets test patented drugs or undertake other actions
necessary for the purposes of seeking marketingpbaalpfor their generic versions or file
for licences prior to the patent's expiratioff. They also ruled, however, that TRIPS
does not permit any stockpiling or large-scale camial production of generic

medicines before patent expiratitf.

The second case was a dispute brought by the gashst Brazil over a provision
in the Brazilian industry property law. The U.&imed that the Brazilian law’s
‘framework for the grant of compulsory licence’ wasonsistent with the TRIPS
Agreement!! This case, however, was eventually settled betwleetwo countries in
June of 2001 when Brazil agreed to engage ‘indnidditalks with the U.S. prior to the
issue of compulsory licences on patents held by tbBpanies®™ Though this
approach prevents Brazil from directly grantingoapulsory licence, the ‘threat of

compulsory licensing’ has actually proven usefuhliowing Brazil to achieve ‘more

" WHO and WTO, 'WTO Agreements & Public Health: Anjostudy by the WHO and the WTO
Secretariat' (2002) <http://www.wto.org/English/refooksp_e/who_wto_e.pdf> (10 Dec 2006), p. 98-99.

% The name ‘Bolar Exception’ refers to the name sifailar provision in U.S. law

*9\WHO and WTO, 'WTO Agreements & Public Health: Anjostudy by the WHO and the WTO
Secretariat', p. 98-99.

*ibid.
*1ibid, p. 104-105.

2 bid.
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favourable terms in its negotiations for the supgHIV/AIDS drugs with major

pharmaceutical companies’ on at least two occasidns

There has also been another recent case regareidigines to enter the WTO
dispute settlement process in May 2010, which me®la complaint by India and Brazil
against the European Union and the NetherldidShe dispute arose in response to the
Dutch customs authorities’ seizure of generic medgthat were passing through the
country in transit to Brazfi*> The European Union claimed that its actions \jiesgfied
under an EU regulation (i.e. EC 1383/2003) asspsuated that there was patent
infringement. India and Brazil, however, felt tiaitch (and, hence, EU) actions
violated the principles set under TRIPS and the&Johclaration, among other WTO
laws. Under WTO dispute settlement proceduresiwio parties are required to first
enter into a period of consultation without the Wih@olvement. After the consultation
period is over, and if parties have not reacheskalution, a dispute settlement panel is
formed and the case goes before this body for sidac'® (The consultations between

the two parties are still in process at the timéhed writing.) It is interesting to note

513 ibid.

*“World Trade OrganizatioBomplaint by Brazil: European Union and a Memb&t& - Seizure of
Generic Drugs in TransiGeneva (12 May 2010) Dispute Settlement - DS408¢l#VTrade Organization
Complaint by India: European Union and a Membert&taSeizure of Generic Drugs in TranSiéneva
(11 May 2010) Dispute Settlement - DS408.

*1>The case is related to a shipment of losartarspiten, which is a treatment used for hypertendiom
India to Brazil. The medicines were passing thiotige Netherlands, where they were seized by Dutch
customs authorities. This was not the only incgdeof a medicines seizure by the Netherlands. 003
through early 2009, there have been at least ¥8r&s of generic medicines by customs officialsardy
'Medicines Access Again Captures Attention at WBPeogress Urged in Round' ; K Mara, 'Concerns
Continue Over Generic Drug Seizures as LegalitydbebBeginintellectual Property WatclGeneva 5
March 2009); D Cronin, 'Risk of Wrongful Medicin8gizures Seen in EU-Central America Trade Deal'
Intellectual Property WatcfGeneva 6 April 2010).

> WTO, 'Understanding the WTO: Settling Dispute§Q?)
<http://www.wto.org/english/thewto_e/whatis_e/tifdispl_e.htm> (10 July 2009).
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some of the different positions taken by the ddfdrparties as well as the WHO'’s
reaction. Indian officials have commented befbi TRIPS Council that the ‘underlying
drug seizures [are] ... a deliberate mixing uphefissues of spurious [or] sub-standard
drugs ... with [intellectual property rights] atigat ‘such actions fit into a larger trend [of
promoting an intellectual property maximalist aggjnithat risks upsetting the “delicate
balance” between [intellectual property] rightsders and public policy goals*’ Brazil
has supported India with statements that the EUastisg at the ‘request of a
[medicines’] rights holder’ and that it was pursgigin ‘excessive and inappropriate
interpretation of [intellectual property] rights® Brazil also commented that Dutch
officials *had no authority to decide if drugs m&sazil’'s regulatory standards, since
they were only passing through the Netherlandsnatdlestined theré*® A WHO

official, Hans Hogerzeil, has supported India amdz8 with comments that ‘WHO
deplores that this happened. We had asked botRetieerlands and the EU at that time
what was happening, and we ask them to make sat¢hils does not happen again. It
was an improper, unfortunate use of counterfeislagon’.>*° There appears to be an
overall sense on one side that the EU was ‘usiagdtiver of a fight against counterfeit
medicines to protect pharmaceutical [companies]samgpbress legitimate generic
drugs’>** The EU, on the other hand, stated before the $RIBuncil that it is critical to

‘allow the customs authorities to control goods$ransit suspected to infringe IP rights so

1" Mara, 'Concerns Continue Over Generic Drug Seizagel egality Debates Begin'
*ibid.

*ibid.

20 5 Mehdudia, 'EU Seizure of Drugs Improper: WH®2 Hindu(New Delhi 23 May 2010).

L jbid.
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that they can stop the traffic of potentially darges products, such as fake medicines,

even when the shipments are destined for any oguiitr

Analyzing the Institutional Interactions between In ternational Health
and Trade

The Overlap between WHO and WTO Norms

Based on the previous discussion of the World T@gnization, there is a clear
normative overlap between the international ingtins for health and trade. TRIPS was
established without regard for the public healthcawn of AEM. In fact, it has been
observed that the WHO was ‘largely absent fromnR&PS negotiations, although it was
obvious that placing newly-developed pharmaceldioader universal patent protection
would have an impact on public health systems tjinout the world®*® Rather, TRIPS
was created under the WTO organizational umbréeilaeabehest of a strong
international business coalition that wanted tal@gh global intellectual property

standards$?* This resulted in a conflicting overlap with AENommS.

As detailed in the introductory chapter (Chapteiti¢ conflict between AEM
norms under the right to health and TRIPS is tiRIPS requires the establishment of

minimum standards for the protection of pharmacalpatents in countries where such

%22 Mara, 'Concerns Continue Over Generic Drug Seizagelegality Debates Begin' .

2 E Abbott, 'The Doha Declaration on the TRIPS Agrert and Public Health: Lighting a Dark Corner at
the WTO' (2002) 5 (2) Journal of International Eaomic Law 469, p. 474; E Stein, 'International
Integration and Democracy: No Love at First Si¢p®01) 95 American Journal of International Law 489

24 Thjs international business coalition was knowihes'Intellectual Property Committee’ and was
comprised of various prominent global corporatjagh as Johnson & Johnson, Bristol-Myers Squibb,
Digital Equipment Corporation, General ElectricMBMerck, Pfizer, among others. See Sell, ' TRIR® a
the Access to Medicines Campaign', p. 481.
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intellectual property rights did not previously sixfe.g. numerous developing countries).
Patents, due to their creation of a market mongmdlgw companies to charge much
higher prices than they could otherwise achievieis €an create daunting problems of
affordability for poorer developing countries aad,a result, leads to an access to
medicines conflict. Proponents of the TRIPS ages@margue that the protection of
intellectual property rights help to foster produmstovation (e.g. research and
development) and that ‘inadequate’ protection ek#hrights would serve as a ‘barrier to
legitimate trade’ internationalR?> Essentially, corporations would not have an itiven
to create and develop new products if they feg} ttaanot reap the benefits. Public
health proponents, on the other hand, counteregs®ntial medicines are ‘not simply
another commodity’, but a core component of thitrig healttt®® In addition, while
recognizing that incentives for innovation are impot, public health supporters argue
that it is not certain that pharmaceutical compamiél invest in the necessary medicines

— especially those for the podt.

The tensions between TRIPS and public health (espeAEM) has been

formally recognized at the WTO via TRIPS Councilatiegs?® and eventually led to the

*%ibid., p. 486.

% \WHO, WHO Policy Perspectives on Medicines
27ibid. This is because there is a well-recognizedket failure in developing treatments for the diss
of the poor, also known as the ‘neglected diseadesarmaceuticals usually do not find such treateto
be profitable and prefer not to invest their R&Baerces in such areas. (Despite the establishrient o
TRIPS and claims that it would foster greater irat@mn for health, Ellen ‘t Hoen has observed that t
agreement ‘has not kick-started research on neglatiseases, for which product development is et s
as profitable, and which often occur in developingntries’. Ellen ‘t Hoen is the former advocackedtor
of Médecins Sans Frontieres’ Access to Essentialidiiees Campaign. W New, 'Views Mixed On WTO
Doha Declaration On Public Health After Five Yeaf2006) Intellectual Property Watch <http://www.ip
watch.org/weblog/2006/11/16/views-mixed-on-wto-dalezlaration-on-public-health-after-five-years/>
(16 November 2006).)

> For example, a special session of the TRIPS Cbanditellectual Property and Access to Medicines
was held in June 2001. G Velasquez, CM CorrealaBdlasubramaniam, 'WHO in the Frontlines of the
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establishment of the Doha Declaration on TRIPSRuidlic Health to affirm and clarify
the use of certain TRIPS ‘flexibilities’ (e.g. coaipory licensing and parallel
importation). A subsequent ‘waiver’, which is emtly pending formal adoption as an
amendment to TRIPS, was also established to adtiresestriction on generic
importation for countries lacking the manufacturaapacity to exercise compulsory

licensing.

Despite these normative adjustments in the WTQitiesss the conflicts between
the health and trade institutions on AEM, the impdatation of these rules by developing
countries has proved difficult. Those countriest tinight attempt to implement TRIPS
flexibilities are deterred by their complexityand, when countries do attempt to exercise
them, they have faced political challenges fromeoffowerful countries (such as the EU
or US)>*® While WTO members have the option of filing apdite before the DSB, the
disputes actually filed by developing countriesfame to none’>* The heavy cost and

|532

political’”* concerns involved in filing a dispute have serasda serious deterrent for

poor developing countries.

Access to Medicines Battle: The Debate on IntallecProperty Rights and Public Health' in JAZ

Bermudez and MA Oliveira (edf)tellectual Property in the Context of the WTO FRIAgreement:
challenges for public healttWHO/PAHO Collaborating Center for PharmaceutRalicies, National
School of Public Health Sergio Arouca and Oswaldezdoundation, Rio de Janeiro 2004), p. 85.

2 This problem is described a bit later in this sect

% This is discussed in Chapter 5.

31 |n the past, there have been moves by developmingttes toward bringing a dispute against a
developed country on the matter of access to meahicibut they were resolved before reaching thye sié
dispute settlement panel formation. It remainsdeen if the current dispute brought by India Bratil

against the EU will reach the DSB panel stage easribed earlier.

32 This is illustrated and discussed in Chapter 5.
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The WTQO’s Dominance of the Institutional Overlap with WHO

As the WTO becomes increasingly intertwined in gldiealth affairs through issue
overlap, such as AEM, there is a belief that ‘gjmational law on public health in the
first half of the twenty-first century will, in Ige part, be driven by the WTO and its
multilateral agreements®® This belief is substantiated by the fact thaaigseements
have a significant impact on health, as illustrdigdhe TRIPS agreement. Furthermore,
in contrast to the policies and laws of other inétional institutions, WTO agreements
are actually enforceable by its powerful disputfiesment mechanism. Hence, from an
international legal perspective, David Fidler agtieat ‘the cent[re] of power for [global
health governance] has shifted from WHO to the WT®’ This shift is troubling for

several reasons.

First, the WTO was not designed to address heatdtitens and holds no formal
duty to protect health. As M. Gregg Bloche poimis, ‘[tthe WTO'’s framers paid little
heed to health policy. ... however, politics and MBS pandemic have pushed to centre
stage as a trade issti&>’ On the matter of AEM, Frederick Abbott observiedttthe
WTO ‘took on the role of developing and regulatpajent policy, but neglected to
exercise its mandate with attention to its broaa@lications’>*® The governance
approach that the WTO has taken, with regard ttithaa one of ‘heightened deference’

to national health policies whereby it has not $aiug establish health policies and does

>3 Fidler, Global Health Governance: Overview of the Rolentéinational Law in Protecting and
Promoting Global Public Healthp. 26.

>3ibid, p. 26.

%35 M Bloche, 'WTO Deference to National Health Palifpward an Interpretive Principle’ (2002) 5 (4) J
Intl Economic L 825, p. 825.

%3 Abbott, 'The Doha Declaration on the TRIPS Agreenaad Public Health: Lighting a Dark Corner at
the WTO', p. 505.
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not require its member states to do so eitfleEssentially, the WTO is an institution for

trade and not health.

Second, there is concern about the bias in pesrand expertise applied by the
WTO in dispute settlement decisions involving he#&sues. As R. Labonte argues:
[T]he basic political question of whether free nerigractices are compatible
with human development and public health objectigsgendered into technical
disagreements over the interpretation of this at &xemption or exception,
interpretations that inevitably will be left to diste panels dominated by experts
in trade policy and law, not in development or jubkalth>3®
Keisuke lida indicates WTO activity will likely bdriven by private corporations and
industry associations as these actors are ab#pé&ak the loudest’ and, therefore, ‘most
likely to be heard’ by countries in raising dispite endorsing acts of retaliatiof. In
response to this problem, some suggest a needhtodsnate trade agreements to the
health priorities of developing countries. Thisilcbbe achieved by granting developing
countries special exemptions from trade obligatimnghe purposes of health, and also
by establishing a new dispute settlement panel natiith expert representation to

address conflicts?® Others advocate for the incorporated of nontcmeerns through

WTO legislative refornt**

A third concern about the WTO pertains to the stmecof the dispute settlement

system in favour of richer countries. This struatipias arises because the dispute

3" Bloche, 'WTO Deference to National Health Policgward an Interpretive Principle'p. 844-45.

%R Labonte and M Sanger, 'Glossary on the Worldi@@rganization and Public Health: Part 2' (2006)
60 J Epidemiol Community Health 738, p. 743.

*9ida, p. 218.
*40 | abonte and Sangep. 743.

*4ida, p. 220.
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settlement process can be expensi¢eThe costly process of discovery in preparation
for a case could be beyond what a developing cpwain afford to bring a case to the
DSB, thus leading to the underrepresentation @vagnces brought by poor developing
countries’*® In response to this problem, civil society orgatibns have played an
active role in advising and assisting developingntoes on this and TRIPS
implementation-related mattet¥. Civil society organizations can also support
developing countries through the submissioarmfcus curiaesubmission to the dispute
settlement panel (or Appellate Body, if an appsahade to a panel ruling). According
to the WTO, the panel can ‘accept and consideo ogject [such] information and
advice’; however, if a dispute participant attacaesamicus curiae submission during an

appeal, the Appellate Body will need to considgfit

Fourth, a concern has been raised about the uinrckgmal authority of the Doha

Declaratior?*® While it is widely believed that the Doha Declima can be used to

*42 ghaffer, p. 471.

*3|ida, p. 216. See also Shaffer, p. 470. (Shaiffiglgests that countries that are able to utilize¥TO’s
dispute settlement system hold an advantage inreh&BTO jurisprudence. This is because ‘those
governments that are able to participate most elgtim the WTO dispute settlement system are tls¢ be
positioned to effectively shape the law’s interptiein and application over time. Not surprisindhe
[US] and [EC] remain by far the predominant usdrthe system ... . They attempt to shape judicial
interpretation of the WTO rules over time.”)

4 See Shaffer, p. 477. (Alternatively, Shaffer msgs three strategies for developing countries in
overcoming the structural bias of the WTO. He magends: ‘pooling government resources at the
national, regional, and international levels; camating with private parties in the United Stated a
Europe to undercut industry pressure in the foromadf US and EC negotiating positions and litigatio
strategies; and working with generic producerst@rmaceuticals in political negotiations and jualici
disputes’.)

*>WTO, 'Participation in Dispute Settlement Procegdi Dispute Settlement System Training Module'
(2003) <http://www.wto.org/english/tratop_e/dispidisp_settlement_cbt_e/c9s3pl_e.htm> (12 June
2008). (According to the WTO, it considers suchemal to be an ‘integral part of the submissiorihait
participant’.)

>4 James Gathii finds that there are at least thossipilities in explaining the legal status of theha
Declaration: (1) ‘as a subsequent agreement undaié\21 Section 3(a) of the Vienna Conventiortlog
Law of Treaties regarding the interpretation of TRIPS agreement’; (2) ‘as evidence of subsequent
practice establishing the understanding of WTO mamnbegarding interpretation of the TRIPS
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defend public health measures taken by membeissiate uncertain whether the WTO
dispute panels and Appellate Body will actuallywdiguidance from the declaration when
deciding upon complaint§’ Hence, the legal uncertainty in applying Doha |Bxetion-
affirmed TRIPS flexibilities may deter developinguntries from using them. This
concern appears to be reinforced by the fact thigtane country to date has utilized the
‘Paragraph 6’ system to import medicines sinces$tablishment of this procedure in

2003>%8

A final concern pertains to the implementation &IPS flexibilities, as specified
by the Doha Declaration. In addition to the isetikegal uncertainty, there are beliefs
that ‘[the] current flexibilities [are] too complér be used in practice’ and ‘the right of
countries to use the public health safeguards geavfor in the TRIPS Agreement [may
not be] sufficiently recognized and accept®d’In recent years, the WTO has hosted a
series of workshops, which it states are aimethélp [member states] make use of the

pharmaceutical patent flexibilities in the [TRIP@@ement] through greater

agreement’; or (3) ‘as a declaration of commitnaam intent that does not constitute an enforcdalgk
obligation’. See JT Gathii, 'The Legal Status & Boha Declaration on TRIPS and Public Health under
the Vienna Convention on the Law of Treaties' (9Q®(2) Harvard Journal of Law & Technology 292, p
299. (In areport published by WHO, Carlos Cowbaerves that the Doha Declaration’s ‘clearly state
purpose’ of public health ‘establishes a specifie 10f interpretation that gives content to theegah
interpretative provisions of the Vienna Conventionthe Law of Treaties on which GATT/WTO
jurisprudence has been built up’. Hence, the WiQukl ‘opt for interpretations that are effectively
“supportive of WTO Members'’ right to protect Pubtiealth” in situations of ambiguity.” C Correa,
'Implications of the Doha Declaration on the TRIRBeement and Public Health' (2002) World Health
Organization <https://www.who.int/medicines/areafify/WHO EDM_PAR_2002.3.pdf> (12 June
2008), p. vii.)

47 Matthews, 'WTO Decision on Implementation of Paapl) 6 of the Doha Declaration on the TRIPS
Agreement and Public Health: A Solution to the dgxto Essential Medicines Problem?'.

>4 Rwanda filed to use the ‘Paragraph 6’ system odul® 2007 and is the only country (as of August
2010) WTO, 'Notifications by importing WTO Memise(2010) World Trade Organization
<http://www.wto.org/english/tratop_e/trips_e/publiealth_notif_import_e.htm> (10 July 2010)

49 A Jack, 'WTO head flags trade rules as a waydaage drug cost&inancial Timeg12 October 2006
2006).
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information®®® The meetings, however, have covered topics begatehts. As the
WTO publicized on its website, the workshops haserbconducted ‘[w]ith a view to
putting the issue of TRIPS and public health indbetext of a wider action to address
problems related to public health’ and have covéssdes such as ‘quality control and
effectiveness of medicines’ and ‘competition anocprement®! It is interesting to
note that the WTO appears to be channelling atterand discussion amongst its
member states towards activities beyond TRIPS atehps. While it headlines press
releases with statements of helping developing msnutilize patent flexibilities, there
has been a concerted effort by the WTO to shiéraitbn to other medicines concerns.
(This effort will be described in further detailtime next section on ‘managing
interactions’.) Despite the WTO’s TRIPS flexibjlitvorkshops, concerns about the
implementation of the TRIPS agreement in relatmpublic health still persist? In
response, other groups (such as NGOs, WHO>®thave come forward to offer their
services in helping developing countries navigageuse of TRIPS flexibilities while

meeting compliance standards.

SOWTO, 'TRIPS and Public Health: 5th Geneva workshelps officials use health patent flexibilities
(Press Release)' (2009) World Trade Organization
<http://lwww.wto.org/english/news_e/news09_e/heahdd®9 e.htm> (5 Nov 2009). (Five workshops on
the use of TRIPS flexibilities have been hostedhg/WTO to date.)

**Lbid.

*2WTO, 'TRIPS Council Meeting - Members ask: Is ‘far.6' system on intellectual property and health
working?' (2010) World Trade Organization
<http://www.wto.org/english/news_e/news10_e/tripm@210_e.htm> (2 March 2010) (This has also been
mentioned in my conversations with developing coudelegates of the WHO, such as Thailand.)

53 Examples include Knowledge Ecology InternatiodEl), the South Centre, IQsensato, and the WHO's
Globalization, Trade and Health team.
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Efforts by the WHO and WTO to Address the Institutional Tensions>*

The array of interactional concerns noted aboveg well recognized by the WHO and
WTO. While there is ‘no formal arrangement betwdee WTO and WHO’ on matters
of health and trad&” these institutions have attempted to become misiiele and
involved in each other’s official functions when iaterrelated matter arises. For
example, the institutions will participate in eaxther's annual meetings (i.e. the WTO
Ministerial meeting and the World Health Assembiyan ‘observer’ capacity. The
WHO has also granted WTO observer status for vaWitiO technical meetings (such
as the Intergovernmental Working Group on Publialde Innovation and Intellectual
Property)>*® At present, WHO has only been granéehocobserver status for the
WTO TRIPS Councif®’ In their capacity as observers, the WHO and Wii€atlowed

to attend discussions and provide expert advicerupquest) at the meetings.

Beyond the more official institutional settingse ttwo organizations have
engaged in an array of ad hoc, collaborative ptsjesuch as joint research, country
training / missions, and policy consultations (udhg high level and informal
consultations). Much of this, however, appearsealriven by WHO as directed by a
variety of different World Health Assembly mandate®r the years (see Appendix table
2 and the discussion later in this section). WES &lso been increasingly pressured, by

its developing country member states, to addressettisions between public health and

*4The findings reported in this section are dravemfmy interviews and observation while based at the
WHO.

SWTO, 'Work With Other International Organizatiofi$ie WTO and the World Health Organization'
(2010) World Trade Organization <http://www.wto.taglish/thewto _e/coher_e/wto_who_e.htm> (10
July 2009).

% The Intergovernmental Working Group on Public ieahnovation and Intellectual Property will be
discussed in detail in Chapter 6 (Emerging TrendsEM Governance).

TWTO, 'Work With Other International Organizatiofi$ie WTO and the World Health Organization'
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trade — most notably on the issue of access toaimedi. The increased efforts to manage
the inter-organizational interactions by WHO and @/Has not been a smooth process

and some lingering problems appear to persist.

Efforts by WHO to manage the apparent tensions é@tvirade and health began
shortly after the passage of TRIPS in 1994. Asmlesd in Chapter 3 and Chapter 5,
developing country concerns about the impact ofPISRbn access to medicines were
raised for the first time at WHO through the 1986aiution on the Revised Drug
Strategy (WHA 49.145® This resolution reaffirmed and added to the 1@88ion of
the WHO Revised Drug Strategy (WHA 39.27) with thepose of ‘enabl[ing] WHO to
address current pharmaceutical issdes’ Specifically, the 1996 WHA resolution
requested that the WHO:

... report on the impact of the work of the World deeOrganisation (WTO) with

respect to national drug policies and essentiajsland make recommendations

for collaboration between the WTO and WHO, as apate>®°
It is generally considered that WHA 49.14 gave Wii@initial mandate to look into the
impact of the WTO agreements (namely TRIPS) onipitalalth>®* Hence in 1997, in

response to developing country demands, WHO degdlpplicy guidance for its

member states on the implementation of TRIPS abidghed them in a report titled

81t Hoen; Velasquez, Correa and Balasubramania®6 p.(According to Velasquez and his colleagues,

concerns about intellectual property rights ‘hadrbeoiced by many developing countries during the
Uruguay Round negotiations, [but] this resolutioarked the first time these concerns were broaatéukei
international public health agenda.”); WHA 49.14.

%9 The WHA 39.27 was a ‘policy to ensure equitableess to essential drugs of acceptable quality@nd t
promote the rational use of drugs’. See ‘t HoemA\39.27.

SO\WHA 49.14

1 velasquez, Correa and Balasubramaniam, p. 86.
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Globalization and Access to Drugshich was nicknamed ‘the red booR®. According
to one of the report’s authors, the WHO guide:
... examined TRIPS from a public health perspec{aed] ... identified the
safeguard provisions in the Agreement that enatedtries to protect health
and promote access to medicines [which includedpedsory licensing, parallel
importation, limited exceptions to patent rightsgldransitional periodsF?
It is also noted that WHO held ‘[a] number of tiagp seminars regarding TRIPS
implementation ... with public health, patent offieed trade officials’; however, these

seminars were generally not publicized due to carscabout the reaction from the

International Federation of Pharmaceutical Manufigrs and Associations (IFPMAj*

The WHO mandate to address trade-related concerpsldic health was later
defined to include cooperation with other interoa#l organizations. For example, in
the 1999 WHA resolution on the Revised Drug Stra@gHA 52.19), it asks the WHO:

... to cooperate ... witinternational organizationgn monitoring and analyzing
the pharmaceutical and public health implicatiohsetevant international
agreements, including trade agreements, so thaberestates can effectively
assess and subsequently develop pharmaceutichkaittl policies and
regulatory measures that address their concernpraorities, and are able to
maximize the positive and mitigate the negativeantpf those agreemers.
(emphasis added)

This resolution was controversial and significamt\WHO. The draft version of this

resolution was initially met with opposition by ddeped countries due to statements that

%2 G Velasquez and P Boul@Jobalization and access to drugs (First Editi¢dyorld Health
Organization, Action Programme on Essential Drug$7).

%3 velasquez, Correa and Balasubramaniam, 'WHO ifrtbetlines of the Access to Medicines Battle:
The Debate on Intellectual Property Rights and ielt¢alth’, p. 87.

54 Abbott, 'The Doha Declaration on the TRIPS Agreenaad Public Health: Lighting a Dark Corner at
the WTO'; WHO Medicines Strategy: Perspectives BHPIS and Access to Drugs, Warsaw Sept 2001.
(The concern about IFPMA was that the this induasociation would complain to the developed
countries, which would likely result in negativeliioal repercussions upon the WHO.)

565 WHA 52.19
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WHO should ‘assist Member States to analyze thenpaieeutical and public health
implications of [WTQO] agreements ... and to develpprapriate policies and regulatory
measures®®® Developed countries felt WHO was ‘not [a] compe@uthority to
interpret trade agreement§’. Instead, the resolution was passed with moredtoogvn
language (as in shown in the excerpt above). &belution, despite being watered
down, is considered significant in that it broadtaad strengthened WHO's role on

matters of international trade relating to heatth.

The resolution’s mandate to ‘cooperate’ with otinéernational organizations
suggests requiring that WHO work constructivelyhwi¥ TO. This would indicate
building a practice of communications and opentesssist its member states on
TRIPS. On the surface, the institutions appeavdzbtmoving towards greater
‘cooperation’ through joint activities, such as ttevelopment of a policy guide on trade
agreements and public health. Yet, it appearspittdtiems between the two institutions
lurked beyond public view. For example, in thediperiod leading up to the WTO Doha
Round of negotiations, the WTO and WHO had begweld@ing a joint guide on
WTQ'’s trade agreements and public health (includiocess to medicines). The WTO
secretariat, according to insiders, was ‘less #irely cooperative’ with the WHE?
This is evidenced by a private communication byi&aOtten (the WTO Director of

Intellectual Property}’° which expressed his ‘doubts about the wisdom aadibility of

%®\/elasquez, Correa and Balasubramaniam, 'WHO ifftbetlines of the Access to Medicines Battle:
The Debate on Intellectual Property Rights and ielt¢alth’, p. 88.

*7ibid., p. 89.

568 4 Hoen.

%9 Abbott, 'The Doha Declaration on the TRIPS Agreenaad Public Health: Lighting a Dark Corner at
the WTO', p. 475.
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attempting a joint guide with WHO ...” and his ‘stgdrbelief that WTO’s work on the
guide should not be sent to WHO before the DohanBatiarted’* Otten states that his
reasons against sending it to WHO are: (1) theeéanasarly] ris[k] for the WTO
Secretariat to share texts on the TRIPS Agreempmn\@sions on pharmaceuticals with
WHO at [that] stage’ and (2) ‘[his] concern ... th&RIPS] does not, as yet, contain a
section which discusses the positive impact of fgeeement] on public health, namely
through promoting research and development intoarergs’. In his concern about the
risk, Otten expressed a lack of trust in the WHCretariat with statements that ‘nothing
that is given to WHO can be relied upon to remainficlential’ and ‘misleading
information about the actions of the WTO Secretdréave been given by individuals in
the WHO Secretariat to delegations and which haused [WTO] problems’? He also
emphasized that ‘it is only wise to keep [WTO] fefrd] on the need for not doing
anything that could put in jeopardy the procesdenfeloping language on the issue of
access to drugs prior to the Doha Ministerial’. € Juide was eventually released in
2002, which was almost a year after Otten’s commeatne to light’) In addition, it
has been observed by WHO insiders that there Wasetic[e] [by] certain WTO

members of excluding representatives of organinatsuch as WHO from informal

>0 Adrian Otten was the Director of Intellectual Pedy at WTO until 2008. A private communication
from Mr. Otten was accidentally included in a TRI@&uncil submission by Australia and then leaked to
the public.

1M Palmedo, 'Adrian Otten Missive on WTO/WHO Coagigm [IP-Health List Serve] ' (2001) IP-
Health <http://lists.essential.org/pipermail/ip-hke&2001-September/001900.htmli> (8 July 2008).

2 id.

*BWHO and WTO, 'WTO Agreements & Public Health: Anfostudy by the WHO and the WTO
Secretariat’. (The joint guide was eventuallyasésl in August 2002 and it continues to servees th
official reference guide used and recommended byON®t its Member States. | noticed in my field work
at WHO that the Globalization, Trade and Healtmteges the joint guide in country missions andinagj
sessions.) The WHO includes a link on its weltsitéhe joint guide, which can be viewed at:
http://www.who.int/trade/resource/wtoagreementsfgieix. html. The WTO website features the joint
guide, which can be viewed at: http://www.wto.orgfish/news_e/pres02_e/pr310_e.htm.)
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meetings relating to access to medicinésFrederick Abbott believes that a part of the
WTO'’s lack of cooperation can be attributed ‘tomat inter-institutional competition for
jurisdictional primacy®’®> As noted earlier in this chapter, competition jsotential

implication of overlapping institutions.

Given the growing developing country agitation atmecess to medicines at
WTO leading up to the Doha Round, it is understatethat WTO would be concerned
about potential distractions or diversions fromitistitution’s main agend® The
WTO Intellectual Property Division’s intention tatvhold information for the joint
study from WHO may constitute an effort to prevactess to medicines concerns from
impeding negotiations for the Doha Round. Conceabwut access to medicines were
raised at the WTO meetings prior to Doha, whichmévally forced WTO to hold a
special June 2001 session of the TRIPS Councihtatiectual property and access to
medicines. This session is credited with leadmfjain] emergent consensus ... that
international trade rules should not undermindehéimate right of WTO members to
formulate their own public health policies and admgasures to safeguard public
health’>”" In the end, public health proponents were abkctieve a key milestone for
AEM with the passage of the Doha Declaration onFi&R&nd Public Health in
November 2001. This helped to solidify recognitadrpublic health norms (hamely

AEM) and the use of TRIPS flexibilities within affioial WTO document. Concerns

74 Abbott, ‘The Doha Declaration on the TRIPS Agreetnamd Public Health: Lighting a Dark Corner at
the WTO', p. 491.

*Sibid, p. 475.
"% |n fact, to date, the WTO negotiations for the Bdtound are still not complete.

*""Velasquez, Correa and Balasubramaniam, 'WHO ifrtbetlines of the Access to Medicines Battle:
The Debate on Intellectual Property Rights and ielealth’, p. 86.
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linger, however, over the legal authority of thacdment in relation to the WTO'’s

dispute settlement mechanism (as discussed earlier)

In the years following the WTQO’s Doha Declaratian TRIPS and Public Health
in November 2001, the interactions between the Vdih@the WHO have remained a
priority at WHO. As recently as 2006 and 2007,\tidA resolutions have called again
for collaboration between WHO and other organizetifncluding WTO). In the WHA
59.26 oninternational Trade and HealttWWHO was requested:

... to continue collaborating with the competent internatill organizationsn

order to support policy coherence between tradehaafth sectors at regional and
global levels, including generating and sharinglexce on the relationship
between trade and heaftff.(emphasis added)

The establishment of a WHO ‘Globalization, Tradd &fealth’ team, which works solely
on matters of health and trade and collaboratds Wit O, is attributed to WHA 59.26.
Also, in WHA 59.24 orPublic Health, Innovation, Essential Health Reséaaod
Intellectual Property Rights: Towards a Global Seégy and Plan of Actigrthe WHO
was called upon:

... to convene immediately thietergovernmental working grougnd to allocate
the necessary resources to it; (emphasis added)

and
... toinvite, as observemat the sessions of the intergovernmental workimogi gy
representatives of non-Member States, of liberanorements referred to in
resolution WHA27.37, of organizations of the Unitédtions system, of
intergovernmental organizations with which WHO bkatablished effective
relations and of nongovernmental organizations in officedations with WHO,
who shall attend the sessions of the working giawgzcordance with the relevant
Rules of Procedure and resolutions of the Healeawbly>’® (emphasis added)

S8\WHA 59.26

579 WHA 59.26
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The WHA 59.24 established the WHO'’s IntergovernraeWtorking Group on Public
Health, Innovation and Intellectual Prope§which permitted WHO to act as a new
forum for the deliberation of intellectual properights. Among the intergovernmental
organizations in attendance, WTO was granted aseiofer’ role during these meetings
and was permitted to speak only when requestedfizyab meeting participants. It was
observed, however, that the mere entry into theingeéeven as an observer) permitted
the WTO to exert influence on member state delsghieing the meeting due to the
frequent informal conversations that occurred aletshe meeting hall and electronically

through email or text messagirg.

In addition, WHA 60.30 ofPublic Health, Innovation and Intellectual Property
mandated WHO:
[T]o provide as appropriate, upon requ@stollaboration with other competent
international organizationgechnical and policy support to countries thérl
to make use of the flexibilities contained in tlygelement on Trade-Related
Aspects of Intellectual Property Rights and otiméerinational agreements in order
to promote access to pharmaceutical products,amdpglementhe Doha
Ministerial Declaration on the TRIPS Agreement &ublic Healthand other
WTO instruments®? (emphasis added)
Here, the WHO is directed to work with the WTO e fprovision of support on TRIPS
flexibilities and the implementation of the Dohadlxation. This indicates a significant
about-face from the 1997 ‘Red Book’ controversyt 1O was faced with about 10
years ago. Inits collaboration with WTO, WHO H&en working on a variety of

activities pertaining to trade and health (as nwered in the beginning of this section).

The WHO'’s main project in the area of technicaldgmice, which engaged WTO,

8 The Intergovernmental Working Group will be cowkie depth in Chapter 6 (Emerging Trends in the
Governance of AEM).

%81 This is based on my observation of and convensatith meeting participants at the Intergovernmenta
Working Group’s 2 Session in Nov 2007.

%82\WHA 60.30
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appeared to be a ‘policy tool’ and workbook aimedssisting member states with
‘formulat[ing] better national policies and strategy... [on] health and trade’ as well as
‘structur{ing] their requests for capacity building [on] trade and health® In terms of
capacity building, WHO reports that it has engagét the WTO on almost ten
occasions (between 2004-2006) for training sessiglated to TRIPS. According to the
WHO, it has patrticipated in the WTQO'’s regional miag workshops aimed at trade,
patent, and health officials on the ‘implementatdrthe TRIPS agreement and the Doha
Declaration’ as well as a WTO seminar on the ‘Impdatation of Paragraph 6 of the
Doha Declaration’ through WHO-led session. The W&t@ WTO have also held a joint

policy module for WHO staff on TRIPS and accesmatlicines™

In recent years the collaboration appears to hamérued>®® however, the
general direction of activities between the twoamrigations leads one to wonder if they
are aligned. The WTO has taken a recent defessaree on TRIPS ‘implementability’,
especially in relation to the ‘Paragraph 6 systein’response to developing country

concerns that the system might not be ‘workiff§since the system has only been used

%83 This was determined through observation of and/eations with the WHO'’s Globalization, Trade
and Health staff (August 2007). See also WHOethjency work on the interface between trade,
intellectual property and public health (Reporthy Secretariat, AIPHI/IGWG/2/INF.DOC./5)' (2007)
World Health Organization <http://apps.who.int/gli/pdfiigwg2/PHI_IGWG2_ID5-en.pdf> (31 October
2007)., p. 3. (This report was developed by theb@liaation, Trade and Health Team. In addition to
WTO, WHO states that it was working on this tootailaboration with the ‘World Bank, UNCTAD,
bilateral development agencies, academia, centrescellence and civil society’. It is noted, hoxee,

that the level of participation by these variousugs varied.)

84ibid; WTO, 'Technical Cooperation Activities: Infoation From Other Intergovernmental
Organizations (Submission by the World Health Oizgtion)' (2005) World Trade Organization - TRIPS
Council
<http://www.who.int/medicines/areas/technical_caagtien/WHOTechCoop(Oct05)W456A1.pdf> (19
October 2005).

% This is based on a review of WTO press releaséts avebsite regarding WTO and WHO joint
activities.

8 TWN, 'TRIPS Council discusses Art. 27.3(b) reviéiRara 6" system' (2010) Third World Network
<http://lwww.twnside.org.sg/title2/health.info/20h8AIth20100701.htm> (6 July 2010)
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once (despite its inception in 2003), the WTO DivecSeneral Pascal Lamy has argued
that this could be due ‘[i]n part ... from the lindtpatent coverage of needed medicines
in key exporting countries®’ In addition, WTO has been promoting efforts togtch
‘broader view on access to medicines’ with a jaiér-organizationaf® symposium

held on 16 July 2010. The focus of the symposiuas wn pricing and procurement
practices, which included topics such as tariffd sggulation ‘to ensure the quality,
safety and efficacy of medicine¥® At the meeting, WTO Director-General Pascal
Lamy set the tone for the symposium by ‘indicat[itigat substantive discussion of the
WTO'’s [TRIPS agreement] was not on the table fscdssion’ and that this session was
not ‘to establish a parallel policy forum, nor &sass or debate existing legal instruments,
[and] not to come up a with policy recommendatiti’ Based on the symposium’s press
release, one of the key messages from the meetisghat ‘prices are not the only factor
determining whether the sick in poor countries Eneive medicines’ and that ‘the prices
themselves can be affected by [other factoré]'WTO critics argue, however, that
‘[p]atents are a major issue for access, a bigggera than we have been led to believe [at

the symposiumf®2. Some civil society organizations fear a broadeve by trade

7WTO, 'Lamy urges multilateral cooperation to ads@public health "in the real world™ (2010) World
Trade Organization <http://www.wto.org/english/neesppl_e/sppl131_e.htm> (14 July 2009).

*% The symposium was sponsored by the WTO and indltiu participation of the WHO and the World
Intellectual Property Organization (WIPO).

BIWTO, 'WHO, WIPO, WTO join forces to put accessatedicines under the microscope' (2010) World
Trade Organization <http://www.wto.org/english/neesews10 e/trip_16jull0_e.htm> (16 July 2010).

%90 C Saez, 'Agencies talk cooperation on medicinessa; stakeholders cautious' (2010) Intellectual
Property Watch <http://www.ip-watch.org/weblog/2@00'19/agencies-talk-cooperation-on-medicines-
access-stakeholders-cautious/> (25 July 2010)

*1LWTO, 'WHO, WIPO, WTO join forces to put accessaiedicines under the microscope’ . The other
factors discussed at the symposium include: ‘peocyrement practices, marketing policies such as
differential pricing (where different prices are sedifferent markets), mark ups (the profit magi
companies add to the cost), and border measurbsasuariffs, other government charges, impornies
(which can also affect availability)’.

92 5aez, 'Agencies talk cooperation on medicinessacastakeholders cautious'.
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proponents of a developed country and industry @gém ‘cynically’ use public safety
‘as a pretext to promote [the IP enforcement]’ tiglo methods such as the Anti-

Counterfeiting Trade Agreement (which is discussether in Chapter 6)°°

This section introduced the key aspects of themateonal institution for trade
(i.,e. WTO) in relation to AEM and analyzed the icat institutional overlaps between the
WTO and WHO. As discussed, there have been a nuofilserious tensions between
the two institutions in terms of conflicting norrasd operations. Normative concerns
remain, despite the establishment of the Doha Patada, due to the prevailing power of
the WTO'’s dispute settlement mechanism and thatlufetrade sanctions. (The legal
uncertainty of utilizing TRIPS flexibilities, suas the ‘paragraph 6’ system, is illustrated
by the recent EU complaint against India.) While WTO and WHO appear to be
addressing the operational tensions through megpént informal collaboration, there is
concern about the WTO'’s ability to drive and fratie discussion related to TRIPS (as

illustrated by the recent joint symposium).

The Institutional Interactions between Internationa | Health and
Development

Interactions have also occurred over AEM betweennhktitutions for health and
development, particularly in the context of thelgbHIV/AIDS pandemic. Without
clear leadership from the WHO, the internationapanse to major global health issues

(such as HIV/AIDS) has been ad hoc and fragmetifed proliferation of actors (e.g.

593 ibid.
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international organizations, bilateral programg] philanthropic organizations) appeared
on the global health scene armed with differingnaige and a selective set of health
initiatives, but there was initially almost no cdoration between them. Access to
essential medicines, such as antiretrovirals fof,klas addressed as part of these
initiatives; however, the larger problems assodiatéh the institutional interactions
between health and development caused a numbenydlications for the achievement

of AEM.

The interactions between the institutions for tieahd development present a
very different set of issues for the governancABM and the implementation of
international assistance and cooperation by staesmparison to the interactions
between the institutions for trade and health.ths section will show, through the same
analytical framework (i.e. interaction charactetima, implications, and management),
there is a complex relationship between the manturtions for health and development.
Though their goals generally align, the instituidrave found themselves in competition
for power and resources. In addition, this sectwihreveal that new institutions could
emerge in the midst of interactions with the ainadolress coordination and cooperation;
however, such new institutions are not always ssgfoéand can lead to further
complexity. Understanding these interactions kgllp to shed light on where IAC for

AEM stands today and how it arrived at this state.

The complexity of analyzing these institutionakractions requires a focus on a

particular area of major concern for both healtth development — HIV/AIDS?®

%% Gostin; Fidler, 'The Challenges of Global HealttvE&rnance. International Institutions and Global
Governance Program Report'

% As presented in the introduction, my researchyaeal institutional interactions on AEM in the héalt
and development space by tracing institutionalvas on the HIV/AIDS disease. The health and
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HIV/AIDS provides an illustrative study on the issof AEM and now the growing
attention and activity on IAC for AEM, more specdlly. Even within the HIV/AIDS
space of institutional interactions, there aré ativide variety of actors involved® This
study, however, focuses on the interactions betwleemost powerful intergovernmental
institutions on HIV/AIDS in the pursuit of a deeparderstanding of the critical
relationships in these interactions. The chaptéroegin with an introduction to the
World Bank’s role in HIV/AIDS (with an emphasis &M activities) as well as an
analysis of its interactions with WHQt will then discuss the emergence of the two
relatively new institutions, the Joint UN ProgramareHIV/AIDS (UNAIDS) and the
Global Fund on the Fight Against AIDS, Tuberculaamsl Malaria (the Global Fund),
and how their involvement has affected the dynamigsstitutional interactions between

health and development.

The World Bank

The combination of the World Bank’s financial poveerd aggressive health initiatives
had led to the belief that the World Bank wouldpthse the WHO as the ‘premier global
health agency®’’ During the 1990s, such prospects were possiblgéWorld Bank
because the WHO had become stagnant in its iniena@tole. Reports of ‘cronyism, a

lack of direction and cohesion, a reluctance tét gisifocus away from prevention of

development sector has become so complex overetes ywith a proliferation of different actors), it
would be very difficult to capture all of the irtstional interactions on the topic of AEM. Henté&und it
necessary to select a particular disease for stndyHIV/AIDS was chosen. (The reasons for thisc@n
were covered in Chapter 1.)

% These actors include a broad array of issue-fatirtergovernmental organizations (such as UNICEF),
nongovernmental organizations (including philangiicmrganizations), multinational corporations,. etc

*97 G Yamey, 'WHO in 2002: Why does the world stilede/VHO?' (2002) 325 British Medical Journal
1294, p. 1294; | Kickbusch, 'The Development oéinational Health Policies - Accountability Intact?
(2000) 51 Social Science & Medicine 979, p. 983ed also K LeelThe World Health Organization
(Global Institutions, Routledge, Abingdon 2009)1A1-112.)
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infectious diseases, and a reluctance to tarrssmige with governments® were
crippling problems that plagued the WHO under #salership of then Director-General
Hiroshi Nakajima. As a result, WHO was sidelinedie supporting role of providing
‘medical expertise’ and ‘technical support’ whiteetWorld Bank worked on health

initiatives with the ministries of health, finan@nd planning in developing countri&s.

While many non-health focused IGOs, such as UNI@&dF UNDP, have crossed
into the realm of global healf® none have had the same level of influence upen thi
area as the World Bank. The World Bank, a UN speed agency, operates under a
very different governance structure compared totrotheer UN intergovernmental
organizations. As a ‘bank’, it is owned by 186 cwies with the largest shareholdings
traditionally held by the world’s most industriadiz nation$* In consequence, this has
allowed the richer countries to exert greater imfice upon the World Bank as they
possess greater voting power due to their holdifigspital share®”? The largest
shareholder, which is currently the U.S., holdstthditional power of nominating the

World Bank president but the nominee’s appointniestibject to the approval of the

*%8 K Abbasi, 'The World Bank and World Health: ChangBides' (1999) 318 British Medical Journal 865,
p. 868.

*9ibid, p. 868.

%R Dodgson, K Lee and N Drager, 'Global Health Goaace: A Conceptual Review' (2002) World
Health Organization <http://libdoc.who.int/publicats/2002/a85727_eng.pdf> (June 15, 2008)

01 Up until 2010, the five largest shareholders ef\orld Bank were the United States, the United
Kingdom, France, Germany, and Japan. The votingepochanged, however, in 2010 when the World
Bank changed reformed the voting powers in ordévdtier reflect the realities of a new multi-potdobal
economy where developing countries are now keygotay The countries with the top voting powers are
the United States (15.85%), Japan (6.84%), Chi#@,(&ermany (4%), the United Kingdom (3.75%), and
France (3.75%). See World_Bank, 'World Bank Refoknting Power, Gets $86 Billion Boost' (2010)
The World Bank (Press Release) <http://go.worldbagkVOCHUCZQLO> (25 April 2010); L
Wroughton, 'China gains clout in World Bank votétsiReuterqU.S. Edition 25 April 2010)

692 Kohlmorgen, p. 135-136.
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World Bank’s board of governoP$® The board of governors, which represents the
government shareholders at annual meetings, hawdtimate decision-making authority
in the World Bani®* Today, the World Bank’s agenda is driven by thalg of
sustainable economic development and the reducfipoverty in low and middle-
income countrie§” To achieve this objective, the World Bank fuons as an
intermediary that attracts financial support froeveloped countries as well as private
capital markets and then allocates the funds heregirants or loans to developing
nations°® Its ability to provide such financial resourcesieveloping countries is a

significant source of influence on national pol&i&

Since the 1990s, the World Bank has become knowitssfeomparatively large
financial investments in health initiatives in dgng countrie$’® Upon recognizing
the connection between public health and its mmseidreducing poverty and improving
living standards’ in developing countri&S the World Bank moved beyond its core

financier operations and launched the implementatida whole array of health

893 World Bank, 'World Bank Approach paper: Evaluatadrihe World Bank’s Assistance for Health,
Nutrition, and Population' Independent Evaluaticowp, World Bank Sector, Thematic and Global
Evaluations Unit (27 July 2007). (There is a ‘harade agreement that has for more than 60 years give
the president of the United States the right tecddhe World Bank chief while allowing Europe fickpthe
head of the International Monetary Fund’. See PSdian, '‘Bush to Pick Zoellick for World Barikie
Washington PogiWashington, DC 30 May 2007).)

94 World Bank, 'World Bank Approach paper: Evaluatidrihe World Bank’s Assistance for Health,
Nutrition, and Population’

895 C Gilbert and D VinesThe World BankCambridge University Press, Cambridge, UK 2000),0

% ibid.

7 ibid.

%% From a historical perspective, it is interestiagibte that the World Bank went from ‘virtually no
presence in global health to [becoming] the worldigest financial contributor to health-relatedjpcts ...
. Itis also one of the world’s largest supporiarthe fight against HIV/AIDS, with commitments wfore
than $1.6 billion in [the early 2000s]’. See JRJBu 'The Changing Role of the World Bank' (2005)8)
American Journal of Public Health 60, p 61.

509 Abbasi.
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initiatives ... bringing new money and fresh ideasaitkle diseasé'® In terms of access
to essential medicines, the World Bank’s effortgenanainly focused on treatments for
HIV/AIDS, tuberculosis, and malaria in developirguatries. This section will focus on

the World Bank’s efforts on HIV/AIDS.

The World Bank’s Mission and Agenda

The World Bank has played a critical role in faeiiing access to essential medicines for
HIV, though not in the same sense as the WHO. &thg WHO agenda is directed to
uphold the ‘right to health’, the World Bank’s cemnt agenda is driven by development
assistance for the reduction of poverty in low ariddle-income countrie%:

Specifically, it functions as an intermediary th#tacts financial support from developed
countries (and now also emerging economies) anddistributes the funds in the form
of grants or loans to support developing countridsitiretrovirals for HIV has been

deemed one such worthy cause by the World Banttisasissed later in this section.

The World Bank has come to elevate and incorpdrasdth issues in its work
through the Comprehensive Development Frameworks)Gipproachi*? which ‘views

development as a holistic and multidimensional @ssahat focuses on people in the

1% yamey, p. 1294.

11N Poku, 'The Global AIDS Fund: Context and Oppuititi (2002) 23 (2) Third World Quarterly 283, p.
289 (The World Bank’s Health, Nutrition and Popidatsector, which is described a bit later, defines
‘investments in [health as] constitut[ing] an intresnt in human capital, and are necessary for extan
welfare, reduced poverty, and sustainable growigée R Govindaraj, MR Reich and JC Cohen, 'World
Bank Pharmaceuticals' (2000) World Bank HealthriNah and Population (HNP) Discussion Paper
<http://siteresources.worldbank.org/HEALTHNUTRITIGNDPOPULATION/Resources/281627-
1095698140167/Govindaraj-WBPharmacuetical-wholex§d® July 2008), p. 6.)

12 The Comprehensive Development Framework was intred under the term of World Bank president
John Wolfensohn, who served from 1997 to 2005.
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societies in which it operate¥® More specifically, the CDF is used to develofora
poverty reduction strategies for borrowing governta@nd then operationalized through
the Poverty Reduction Strategy Paper (PRSP)ccording to a WHO analysis, the
investments by PRSPs in health tend to be ‘basesmmptions about what works to
reach the poor, rather than a systematic evaluafitie specific needs in the local
situation’®*® HIV/AIDS, for example, has been framed by the W@ank as ‘a
development problem that can threaten human wela@oeconomic advances,

y 616

productivity, social cohesion, and even nationalsigy’.”™ (As discussed a bit later, the

World Bank’s HIV/AIDS programmes embraced the CDigsophy.)

Health operations at the World Bank are guided¥idealth, Nutrition and
Population (HNP) sector’s ‘strategy papers’, whieve appeared in 1997 and then in
2007. These strategy papers present the set@ftolgs that the institution seeks to
achieve. For example, in 1997, the HNP strategepsatated the aims of: (1) improving
the health, nutrition, and population outcomeshefppoor and protect the population from
the impoverishing effects of iliness, malnutritiand high fertility; (2) enhancing the
performance of health care systems; and (3) segsrtistainable health care financiffg.

In addition, it sought to leverage the Bank’s siitbs of global expertise, multisectoral,

and macro-level country focus as well as its ‘&ptio mobilize large financial resources,

13 Ruger, 'The Changing Role of the World Bank', p.61

14 See World Bank, 'Comprehensive Development Framiey2010)
<http://go.worldbank.org/N2NDBE5QLO0> ; WHO, '‘Compensive Development Framework (CDF)'
(2010) World Health Organization <http://www.whd/trade/glossary/story009/en/index.html >

®1WHO. Poverty Reduction Strategy Papers. http:ifuwho.int/trade/glossary/story075/en/index.html
618 M Gorgens-Albino and others, 'The Africa Multi-Gary AIDS Program (2000—2006)' (2007) The
Global AIDS Monitoring and Evaluation Team of theokal HIV/AIDS Program (the World Bank)
<http://siteresources.worldbank.org/EXTAFRREGTOPHKHINS/Resources/717147-
1181768523896/complete.pdf> (10 July 2009), p. 11.

17 World Bank,Healthy Developmer{he World Bank Strategy for HNP Results 2007)
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either directly or through partnership®. The 2007 HNP strategy paper states that the
World Bank’s new objectives are to: (1) improve kel and distribution of key HNP
outcomes, outputs, and system performance at thargoand global levels in order to
improve living conditions, particularly for the poand vulnerable; (2) prevent poverty
due to iliness; (3) improve financial sustainakilit the HNP sector and its contribution
to sound macroeconomic and fiscal policy and tantgucompetitiveness; and (4)
improve governance, accountability and transparamtlye health sector. While it may
appear that the HNP objectives between the 1992@04d strategy papers seem

619

similar,”~” the World Bank appears to be following the 200&tegy more carefully this

time around.

The World Bank’s Financial Power and Influence on HIV/AIDS

In the resource constrained environment of intéonat health, it has been observed that
the World Bank’s ‘main advantage [or power] complangth other intergovernmental
institutions is its ability to mobilize financiaésources®”® The World Bank, as the
largest health funder, has tremendous influencgl@wal health through an array of
‘loans, credits, and grant®! In particular, it has been one of the largest &radf global

HIV/AIDS efforts with a total allocation of $4.5Ibon over the past twenty yeats.

8 ibid.

#9World Bank, 'Evaluation of the World Bank’s Assiste for Health, Nutrition, and Population' (2007)
Independent Evaluation Group, World Bank <http:/imwaecd.org/datacecd/52/11/39598722.pdf > (As
pointed out by this analysis, both strategy papkrse emphasis on ‘improving health system perfocea
and inter-sectoral approaches’.)

20 Ruger, 'The Changing Role of the World Bank'6p.

®2libid, p. 67-69; Kohlmorgen, p. 136.

622\world Bank, 'As Fight Against AIDS Intensifies, W Bank Reaffirms Role in Global Response’
(2010) World Bank <http://go.worldbank.org/WLGORYS® > (July 15, 2010).
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The World Bank, however, was not initially involveda full-scale effort to
address the HIV/AIDS crisis. By some accounts Wald Bank (like the WHO) was
considered late in recognizing and addressing pigeeic occurring in many developing
countries’®® Between 1986 and 1997, the World Bank engagedrime lending to
countries on HIV/AIDS; however, there was not aagjiense of concern about the
subject within the institution. It has been ddsed that the World Bank exhibited ‘a
scattershot approach rather than determined a@ioRIV/AIDS] ... [as] [s]Jome in the
Bank wanted to do more; others were not sfffe'ln addition, a number of borrowing
countries either expressed reluctance or denighe®isubject of HIV/AIDS; thus
disincentivizing the World Bank’s loan officers fmodeveloping loans that a client would

not want®?®

While the regional offices of the World Bank weeeognizing the growing
HIV/AIDS crisis occurring in their areas of respibility, °*° the World Bank’s HNP
sector central office (at the Washington, D.C. lygdters) was not enthusiastic about
addressing an issue that would challenge its néwigulated 1997 HNP strategy.
According to a World Bank account, ‘mobilizing resces to fight any single disease,

including HIV/AIDS, was seen by the [World] Bankigalth sector leadership as a lower

225 Mallaby, The World's BankefPenguin Press, New York 2004), p. 318.
24ibid, p. 318.

2>ibid, p. 316-318; World Bank, 'Committing to Résulmproving the Effectiveness of HIV/AIDS
Assistance ' (2005) The World Bank Operations Eatédm Department
<http://siteresources.worldbank.org/EXTHIVAIDSIE@&$&burces/hiv_complete_report.pdf> (10 July
2009), p. 13-14.

26 World Bank, 'Committing to Results: Improving tB#&ectiveness of HIV/AIDS Assistance ', p. 13.
(During the 1990s, there were four early AIDS stgis developed in the Africa region and more imfar
efforts on AIDS occurring in the East Asia and Racegion as well as the Latin America and Cardobe
region.)
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priority than reforming weak health systems’ aneréhwas concern that ‘address[ing] the
AIDS epidemic might somehow compete with this agemilven scarce capacit}?’ In

fact, the Africa region was ‘cautioned that an exged role of the [World] Bank in AIDS
should not be allowed to overtake the critical afgefor strengthening health systerff&'.
Overall, the World Bank gave the impression tha?¥ AIDS was not a major priority as
institutional leadership appeared ‘indifferent’ abthe subject and continued with

‘business pretty much as usu¥f.

Things began to change in the late 1990s withinXoeld Bank after an internal
crusade to bring attention to HIV/AIDS by Debrew@wdie (a doctor working in the
central HNP sector on AIDS) and Hans Binswang@rg¢aninent, HIV-positive World
Bank economist}*® Through a series of talks, Zewdie gained the supyf the Africa
region’s top management about the devastation meinged by the HIV/AIDS pandemic
and was charged with developing an AIDS strategytfe Africa region. This strategy
eventually became known as the Multi-Country AID®dPam (MAP). There was
internal disagreement, however, between the Waaldke economists and AIDS
proponents over the appropriate World Bank strategidlVV/AIDS. Based on their

research, the economists endorsed a top-down agptioat targeted high-risk and

%?7ibid, p. 15.
*%ibid, p. 15.

29 Mallaby, p. 319. (It is noted that the World BanWorld Development Report mentioned that AIDS
‘should be prioritized because it kills peoplehieit prime’; however, the ‘leadership of the healtictor
within the [World] Bank remained reluctant to elev&IDS above other diseases’. See Mallaby, p.)436

3% Mallaby, p. 320-322; S Harman, 'The Causes, Caatand Consequences of Multi-Sectorialism' (2007)
University of Warwick - Conference on the Goverrao€ HIV/AIDS Responses: Making Participation

and Accountability Count
<http://lwww2.warwick.ac.uk/fac/soc/csgr/events/arhces/2007/hivaids/papers/harman.doc> (9 July
2008). (Sophie Harman argues that Zewdie and Bingess internal campaign on HIV/AIDS ‘would

nolt] (sic) have been possible at a different timBank practice and Presidency’ given the WorlaiBa
bureaucratic and top-down nature of management.)
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marginalized populations which contrasted withdp&ion of the AIDS community-at-
large (including Zewdie and Peter Bid) to adopt a ‘comprehensive strategy’ that
involved a ‘broad social mobilization’ (includinge grassroots communit§¥ (It is
interesting to note that the latter proposal is atsongly aligned with the then-World
Bank President James Wolfensohn’s ComprehensivelBDewent Framework approach
and that he backed the HIV/AIDS plan proposed bydie.f*® These internal
disagreements triggered Zewdie to develop a stydegwn adntensifying Action
Against HIV/AIDSn Africa: Responding to a Development Cfidlsind press for a
‘freestanding AIDS department’ in the Africa regi@o that the Bank’s HIV/AIDS
efforts would not get ‘mired in trade-offs agaioniter public health crises’, which she
won®® The World Bank’s shareholder approval for Zewsli@?AP was also granted
after the institution placed the issue of HIV/AIDS the agenda and urged them to pass
it.°*® The shareholders agreed to support the HIV/AIB®@m in Africa by committing
an initial $500 million in 2000 and then anotheB85nillion two years later for the
second stage of the programfié.In the World Bank’s broader operations, the uoyen

of the HIV/AIDS crisis was also embraced by the Wdank president James

83! peter Piot was the first appointed leader of theddint Programme on HIV/AIDS (UNAIDS).
UNAIDS will be described later in this chapter.

832 Mallaby, p. 324-326.

83 Harman, p. 5.

834 Gérgens-Albino and others, p. 12. (The World Baotes that the strategy was developed in
partnership with UNAIDS and African governments ainatt it aimed ‘to put HIV/AIDS at the center okth
development agenda in Africa’. The strategy endbfear actions by the World Bank: (1) to ‘increase
advocacy to boost demand for action against HIV/@l&> a central development issue’; (2) to ‘stremgth
the Bank’s capacity to meet the anticipated in@éaslemand’; (3) to ‘expand resources for AIDS
programs’; and (4) to ‘expand knowledge about tidemic and how to respond effectively’.)

635 Mallaby, p. 327.

%% ibid, p. 328-329.

837 Gérgens-Albino and others, p. 13.
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Wolfensohn, who triggered attention to this issnder his leadership for other
borrowing countries such as Russia and IfitfiaAs explained by this brief history, the
World Bank’s leading role in HIV/AIDS eventuallya@se out of international urgency in
1999 and its response was shaped by the World Bara vision for development (i.e.

the CDF)®*°

World Bank Operations on HIV/AIDS and Access to Essential Medicines
Activities

From 1999, the World Bank was active in bringing/FNIDS to the forefront of
international attention. According to a World Baadcount, the institution ‘play[ed] a
leadership and advocacy role at high levels, ertyagernational audiences about HIV,
and put HIV/AIDS on the agenda of the annual spnregetings with finance
ministers’®*° The World Bank’s Multi-Country HIV/AIDS Program (AP) for Africa,
which was launched in 2000, became an importamgifea@f the institution’s response to
the global HIV/AIDS crisis. The programme leverddglee World Bank’s advantage of
financial mobilization when it was granted the auity ‘to approve individual country or
subregional International Development Associati@?A{ credits and grants on a fast,
“no objection” basis, up to a total of $500 milliffor the first stage], to support national
and regional HIV program$§*! Overall, the MAP received a commitment from the

World Bank of $1.286 billion from fiscal year (F2p01-2006.

%38 Mallaby, p. 320. (By 1999, the impact of AIDS wasavoidable for the World Bank. AIDS had
become the leading cause of death in Africa.); WdBlank, 'Committing to Results: Improving the
Effectiveness of HIV/AIDS Assistance '

639 Gorgens-Albino and others, p. 11-12.

*%ibid, p. 12.

641 Gorgens-Albino and others, p. 13.
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MAP was envisaged by the World Bank to have thieesps whereby each would
last approximately four to five years; hence, thegpamme would be completed between
2012 and 2018% In relation to AEM for HIV/AIDS, each phase hasriical role to
play. The first phase sought to ‘scale up ... treathpeograms’ and was envisioned ‘to
lay the foundation for long-term, country-specigsponses to HIV’ through activities
such as treatment and care capacity buil@figrhe next phase aimed to ‘expand ...
treatment interventions’ and to ‘attempt to incladlanterested countries that did not
take part in the first phase’. Finally, in therthphase, MAP expected a decline in
infections and would place ‘a sharper focus onsacgagroups where spread of the
disease continued’. In the World Bank’s MAP acumyg for the period of FY 2001-
2006, the institution observed that the MAP wasigatl on being ‘fast’ and
‘comprehensive’ through ‘flexibility’, ‘learning bgoing’, and ‘project modificatior®**

It also claimed that the MAP programme has helpéthy the groundwork for other
donors’ and ‘by committing half a billion dollansjth more to come, it raised the
funding benchmark for other donofé® This account appears to portray the World
Bank’s inexperience (and, perhaps, lack of techmrixpertise) in HIV/AIDS programmes
in a positive light, but it has undoubtedly playedioneering role by channelling large-

scale funds to address the disease.

%2ibid, p. 15.

43t is worth noting that the World Bank’s BoardDirectors ‘endorsed [MAP] funding for [ARV]
procurement as part of comprehensive AIDS prograrghiin 2002. See UNAIDS, 'UNAIDS: The First
Ten Years' (2008) UNAIDS <http://data.unaids.ordpffieport/2008/JC1579 First_10_years_en.pdf> (10
June 2009), p. 163.

644 Gorgens-Albino and others, p. 13.

*ibid, p. 14.
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MAP provides a significant example of the World Bannvolvement in
addressing the international HIV/AIDS emergencyicihncluded funding for
‘medicines procurement and suppfj®. The World Bank has also supported AEM
through medicines policy development and procurérfieancing across all six regions
of its operations and for other disea¥é4 is worth noting the World Bank, itself, does
not engage directly in ‘the production, procuremamnpurchasing of pharmaceuticals, nor
does it have any regulatory capacf§. Rather, its influence on AEM is established
through its policies and financing for pharmacelic Most analyses of the World
Bank’s pharmaceutical lending indicate that a safi&l amount of the funds were used
for medicines procuremefit? In addition, the pharmaceutical loans can takerityeof
project forms.For example, according to a study by Ramesh Govapadad his
colleaguesit found that the World Bank’s lending practiceg@hation to medicines
included: (1) ‘[Health, Nutrition and Populationjgpects that finance drug procurement
for specific diseases’; (2) ‘pharmaceutical staadal[p]rojects’; (3) ‘pharmaceutical
components as part of broader health reform prsjjeamid (4) ‘projects linked to non-

health-specific activities, such as structural atijent, critical investment, and private

848 | each, Paluzzi and Munderri, p.14.
®7ibid, p.14; Govindaraj, Reich and Cohen, p. 6.

68 J Rovira, 'Trade Agreements, Intellectual Propextyl the Role of the World Bank in Improving Acses
to Medicines in Developing Countries' (2004) 4 Ya)Je Journal of Health Policy, Law & Ethics 401, p.
408.

*Rovira; R Rodriguez-Monguio, J Rovira and E Seddaequez, 'Analysis of the World Bank’s
pharmaceutical lending' (2007) 81 Health Policy;IDEFalkenberg and G Tomson, 'The World Bank and
Pharmaceuticals' (2000) 15 (1) Health Policy arah®ihg 52; Govindaraj, Reich and Cohen. (It isttvor
noting that, in addition to drug procurement, therltf Bank’s pharmaceutical lending can also encaspa
‘laboratory equipment for biomedical and drug giyadiontrol laboratories’; ‘civil works related to
restoration of pharmaceutical warehouses, hospjhrmacies or drug retail facilities and vehidtas

drug distribution’; ‘purchase of computer systemd arogrammes to be used for drug registratiorg dru
inspection, drug price and market monitoring orgorement’; ‘training, education and informatiortlie
fields of pharmaceutical management, national ghalgy development, rational use of drugs, drudesel
training, essential drug programmes, inspectioncuadity control’; and ‘technical assistance iret&n to,
for example, procurement arrangements, legislahregulation, distribution policy, cost recovery,
pricing policy and operational research’. See &allerg and Tomson, p. 53.)
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sector investment loan®? All of this helps to illustrate the expansivedéof

involvement that the World Bank has had on theassfuAEM.

In terms of the World Bank’s medicines procurenyaocedure, the borrower
country governments are ‘responsible for purchafhmg medicines] for World Bank
financed projects’ and the World Bank then holdstdsk of ‘monitor[ing] [country]
procurement to ensure it is conducted efficientigt a an open, competitive and
transparent mannet®’ The World Bank’s procurement guidelines indidiit there are
several methods available for procurement, buptbeess of International Competitive
Bidding is the preferred method for non-patenteseesal drugs and vaccin&%. The

553 and Limited International

alternative methods of National Competitive Bidd{iN{B)
Bidding (LIB)***are permitted when ‘the characteristics of thelpots and the markets,
the nature and size of the procurements, the tikelil of interests by foreign bidders, the

critical dates for delivery, or the administratimefinancial burden involved would make

% Govindaraj, Reich and Cohen, p. 6. (The reseasciiso note that the World Bank has been invoimed
non-lending activities related to pharmaceutictilese activities include: ‘policy dialogue with
governments on developing national drug policieliyg pricing strategies’; and UN pharmaceutical
partnership efforts through the Interagency Phaem@cal Coordination.)

%51 Rodriguez-Monguio, Rovira and Seoane-Vazquez0®. 1The authors note that according to the
‘Articles of Agreement’, the World Bank ‘must “.nsure that the proceeds of any loan are used only f
the purposes for which the loan was granted, with attention to considerations of economy and
efficiency and without regard to political or othn-economic influences or considerations™. If a
country were to succumb to political pressuresrajdhe procurement of generics, this could prodide

basis from which the World Bank can react.)
52 R Rodriguez-Monguio, J Rovira and E Seoane-Vazgpe103.
%3 NCB is the process of bidding only within the lwwing country without foreign competition.

5411B applies the process of ICB, but through a difavitation to bidders and no open advertiseméint.
is also interesting to note that the World Bankoemages ‘the development

of domestic contracting and manufacturing industiiethe borrowing countries’ and will permit the
borrowing country to ‘grant a margin of prefereitéhe evaluation of bids under certain procedtwes
bids offering goods manufactured in the countrthefborrower’ with the World Bank’s agreement. See
Rodriguez-Monguio, J Rovira and E Seoane-Vazqpe403.
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difficult or inefficient the use of ICB procedurés® When the World Bank began to
address the HIV/AIDS emergency (including treatmantid not have an ‘explicit
strategy to guide its policy dialogue and fundingtie pharmaceutical sect8r® More
specifically, the World Bank did not clearly diaatow to handle the procurement of
generic antiretrovirals (ARVs) for the treatmenti¥/ (which were still on patenfy’

In the case of many antiretrovirals, due to th@dy limitations resulting from patents
and registration requirements’, the procuremenhe$e pharmaceuticals are usually
considered single-source or limited-source prodtétshis means that there tends to be

only a single or limited number of suppliers of thedicine.

In 2000, the then-Director of the HNP sector (Clopser Lovelace) and then-
sector leader of the Health, Nutrition and Popata{HNP) Africa Region (Ok
Pannenborg) issued a joint statement on essergidicmes:

The timely provision of good quality essential dsug those in need, and
particularly to the poor and the vulnerable, iSraportant component of the
World Bank’s mission ".... to fight poverty with ggilon and professionalism for
lasting results”. ... Access by the poorest commewiitio essential medicines at
the right time, the right place, aftfte right price remains an enormous efficiency
challenge for most low- and many middle-incoooeintries. ... Ultimately, of
course, these pharmaceutical sector challengesaraainly economic or
technical in nature, but are part of the largerahand equity concerns which are
at the core of the development mandate of the Bank

Clearly, as indicated by this statement, the HNfeléeship has come to view the issue of

AEM as a key part of the World Bank’s developmemiahate. It is also important to note

®%ibid., p. 103.

%5® Govindaraj, Reich and Cohen, p. 1.

%7 Rovira, p. 410.

%8| Gable and others, 'Legal Aspects of HIV/AIDSGAide for Policy and Law Reform' (2007) The
World Bank (Global HIV/AIDS Program and Legal ViBeesidency)
<http://siteresources.worldbank.org/INTHIVAIDS/Resces/375798-
1103037153392/LegalAspectsOfHIVAIDS.pdf > (10 J2089), p. 211.

9 Govindaraj, Reich and Cohen, p. 1.
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that this statement aligns well with the WHO'’s regments for essential medicines (as

defined in Chapter 1), in terms of medicines beiagilable ‘at the right time, right place,

and the right price®®® Operationalizing the idea, however, was anottwys A former

member of the World Bank’s ‘pharmaceuticals growgijch operates within the Health
Systems Development section of the HNP setbrecounts that:
Uncertainties on the part of both the [World] Bamd country ministers
regarding the implications of TRIPS for developemintries sometimes resulted
in countries choosing [the] originaf8f product aimed at ensuring conformity
with a country’s domestic legislation and with imational agreement§>
The World Bank has since made an effort to adopiffarial position on the issue of
generics ARVs®® In 2004, the World Bank released a technical gaid HIV/AIDS
medicines procurement, which specifically addresbedssue of generic ARVs. The
World Bank’s policy for the MAP programme states:
... recipient countries may use those funds to p@@&RVs in any circumstances
that are legal. So long as the said ARVs are mahukad and distributed in
accordance with relevant standards of quality,tgaéad efficacy, there is no

preference regarding whether such ARVs are purchiase a patent holder with
respect to such medicine or from a vendor of tlmeesaedicine that produces and

9 The World Bank and WHO collaborated on essentidigines policy issues as part of the Interagency
Pharmaceutical Coordination (IPC) group, along witter intergovernmental organizations (such as
UNICEF, UNFPA, the Global Fund, and FAQ), Interoatil Federation of Pharmaceutical Manufacturers
(IFPMA), Médecins Sans Frontiéres (MSF), and othé&esach, Paluzzi and Munderri, p.14; Govindaraj,
Reich and Cohen, p. 1; WHO, 'Essential MedicinesBial Report: 2006-2007' (2008)
WHO/PSM/TCM/2008
<http://www.who.int/medicines/areas/access/EsskmidsBiennialReport06_07.pdf> .

%1 The ‘pharmaceuticals group’ within the HNP seatorks on pharmaceutical issues as they relate to
health systems development. Through interviews feitmer World Bank staff and former associates, it
was determined that the group conducts analysearimfus pharmaceutical issues; monitors World Bank
support on pharmaceuticals; provides guidance &ategy (on topics such as pharmaceutical policies,
essential drug lists, procurement, regulation, gmcing) to internal management and country clients
designs the ‘pharmaceutical components’ for WorddhiBprojects; and liaises with other intergoverntaken
organizations to share information, discuss issaled,harmonize pharmaceutical-related procedures.

2 The term ‘originator’ basically refers to the pattéolder.

653 Rovira, p. 410.

4t is interesting to note that a 2000 New York €s1op-ed by a then-Managing Director and then-Chief
Economist of the World Bank encouraged broaderssctaegeneric medicines beyond HIV/AIDS, malaria

and TB. They stated ‘ensuring continued legal s€te generics for the poorest countries is vital t
improving [developing country] health care systerhsSee Ramphele and Stern.
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sells under circumstances in which the conserti@patent holder is not
required®®

The World Bank also offers the following generaidgunce to its borrowers on generic
HIV/AIDS medicines:
To sum up, a government may issue a compulsorgde&so its procurement
authority to acquire generic HIV/AIDS medicines;luding by import, despite
the presence of a local patent by stating thatdiing so to address a national
emergency or circumstance of extreme urgency. iatéer of general practice, it
is preferable that national patent or public heltts or regulations expressly
provide a basis for such action. But if such lawsegulations are not in place,
this does not prevent a government from takingdhtgon. Inherent in the
sovereignty of every government is the right tat@cothe public interest in a
national emergency or circumstance of extreme ungeand the government does
not need to refer to specific national legislatiorexercise this authority. Nothing
in the TRIPS Agreement requires that the stepsvargment takes in these
circumstances be laid out in advafig®.
It is interesting to note that this policy not oblgngs attention to the use of TRIPS-
flexibilities (i.e. compulsory licensing), but ilsa sets out to clarify the application of
TRIPS for developing countries. The World Bank’'éigoguidance was reportedly
welcomed by access to medicines actiiStsTheoretically, the World Bank’s tacit
endorsement of generic medicines in procuremeang@alith its requirement of
competitive bidding procedures) could influenceniedicines market by encouraging
competition and, thus, lowering pric¥%. Juan Rovira, a former World Bank economist
from the pharmaceuticals group, observes that adhdhe World Bank’s impact on the

market is ‘limited by the relatively modest amoohits own pharmaceutical lending’, it

could lead to ‘a strong demonstration effect onntoes and other institutions, such as

8> World Bank, 'HIV/AIDS Medicines and Related Supgti Contemporary Context and Procurement
(Technical Guide)' (2004) World Bank
<http://siteresources.worldbank.org/INTPROCUREMER&%$ources/Technical-Guide-HIV-AIDS.pdf> (1
April 2008), p. 24.

% ibid, p. 89.

%7 Rovira, p. 408.

8 ibid, p. 408.
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[the Global Fund], based on the prestige and lgeetiaat the [World] Bank has on
economic and policy issues in the internationahar&® He also suggests that the World
Bank’s approach to HIV/AIDS medicines could be exghed to other medicines where
intellectual property rights currently hinder aczenterestingly, it does not seem that
the World Bank’s latest positions on generics hareated issues with its major
shareholders (which are predominantly rich indaba@d countries) nor has it been

altered or revoked under the latest World BankiBess — Robert ZoellicR’°

Analyzing the Institutional Interactions between In ternational Health
and Development

The Parallel Relationship between WHO and World Bank Aims

Obvious similarities in the missions of the Worldrik and the WHO have emerged over
the past two decades. As discussed earlier, tdVBank has been seeking to address
economic development and the problem of povertywfeomore ‘holistic’ and
multisectoral approach. This naturally broaderedWorld Bank’s work into the realm
of health as a contributing factor. The WHO, esiace the term of Director-General
Brundtland, has paid growing attention to concéhe ‘social determinants of health’,
which includes economic conditiofg. In fact, Director-General Brundtland has

publicly stated that ‘health is central to devel@mt and worked to ‘demonstrat[e] a

®9ibid, p. 411.

7% Robert Zoellick, the current World Bank presidemas appointed as the World Bank President in 2007.
Prior to joining the World Bank, he served as th8.Urade Representative from 2001 to 2005. See J
Love, 'Bob Zoellick and Medicine Patents in Poou@oies ' (2007) The Huffington Post
<http://www.huffingtonpost.com/james-love/bob-zaitand-medicine_b_49929.htmlI> (1 Sept 2009).

671 JP Ruger and D Yach, ‘'The Global Role of the Whidglth Organization' (2009) 2 (2) Global Health
Governance 1, p. 5.
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strong link between health and economic developnaeming her time at WHG? It has
been argued, however, that DG Brundtland usedittksas a strategy to ‘elevat[e] the
status of health-related investment’ and, thusaettdonor fund§’® Interestingly,
HIV/AIDS has emerged as the ‘poster child’ of heahd development efforts due, in
part, to institutional interactions on the mattoth the international institutions for
health and development have championed the issuistaped the way it is addressed
(including the promotion of access to antiretroigya The fact that the WHO was
embroiled in an internal political struggle ovee bsue (as described in Chapter 3)
allowed the World Bank to step in and take the leach WHO on efforts to battle the
disease. The WHO has since returned to addreggng|V/AIDS epidemic, most
notably with its ‘3 by 5’ campaigff* and thus both institutions were addressing theeiss
of AEM for HIV/AIDS. The convergence in the aimsWorld Bank and the WHO helps
to characterize the institutional interactions lestw the two as a ‘parallel’, which means
that the two institutions are likely to competelwatach other on the same issue but also
hold the potential to work together synergisticabytheir objective (e.g. promoting AEM

for HIV/AIDS) does not directly conflict.

The Expansion of the World Bank’s Mission into the WHO’s Domain
Despite the World Bank’s efforts to spearhead haaltiatives in developing countries,
its institutional competence has been challengeehwtifailed to reach promised goals

and was accused of reporting false outcofie©ne major criticism of the World Bank

672 JP Ruger, 'Health and Development' (2003) 362 ¢B#E8, p. 678. (See also Lee, p. 113-114.)
673 Ruger, 'Health and Development', p. 678.
7 The ‘3 by 5’ campaign was discussed in Chapter 3.

875 A Attaran and others, 'The World Bank: false ficiahand statistical accounts and medical malpeacti
in malaria treatment' (2006) 9531 (368) The Laéat-52.
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has been its lack of technical expertise necesedmgplement health prograri€. While
the World Bank tried to make up for this by reangthelp from WHO, it has been
argued that borrowing staff from the already staffistrained WHO was an inadequate
solution®”” Another criticism of the World Bank pertains ts finstitution[al]
unsuit[ability] to deliver excellence on [healtlitiatives]'.°”® Critics argue that the

World Bank holds ‘no compelling advantage’ in wangsiwith the health ministries,
whereas other ‘health-focused’ institutions (sushhe WHO) d8’° Instead, these

critics call upon the World Bank to ‘revert strictb its core competence as a financier —
a bank — and deposit the pledged commitments ...amtedicated fund for the exclusive

use of other, more technically competent and traresy agencie$®°

The World Bank’s expansive mission on developmastlieen a major point of
contention in the past decade. The institutiordskwn a wide variety of areas, beyond
even health, has raised concern for those whaledlVorld Bank is undertaking too
many tasks because they all can be ‘subsumedder ddevelopment” to fall within the
[World] bank’s charter’ and there is a need for mpin these various are. It has
been observed that this could be attributed taldmands of its major government
shareholders, which are ‘forever driving the bamtk inew areas — sometimes against the

judgment of its leaders and stafthus, the World Bank often finds itself callecomgboy

7®ibid., p. 251.

"7ibid., p. 251; K Abbasi, 'The World Bank and WoHealth: Healthcare Strategy' (1999) 318 British
Medical Journal 933, p. 935.

%8ibid, p. 251.
*ibid, p. 251.
0ibid, p. 251.

%1 3 Einhorn, 'The World Bank's Mission Creep' (208A)5) Foreign Affairs 22, p. 32.
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these governments, regardless of other existimgnational institutions in an area,
because it is considered ‘more effective than [jthedies’ (such as the WHO}?

While this might be the case in many areas of tlwgld\Bank’s operations, it was not
apparent in this review of the World Bank’s moveatiress HIV/AIDS as a distinct unit
— apart from the HNP sector. (Also, though the Hié¢Btor was officially formed in 1997,
the World Bank has actually been engaged in sorakthheelated projects since 1979 -
under the then-World Bank President Robert MacNaméatence, the World Bank’s
recent operations in health do not seem to be miwyets shareholders in this case.) The
World Bank’s aggressive move on the issue of H\D/8las an independent area,
however, was driven by internal staff (and, spealfy, the efforts of Debrework Zewdie
and Hans Binswanger). Some observe that ‘the [@yfB]ank’s strength paradoxically
undercuts its effectiveness. The bank is so divierge expertise, so professional in its
staffing, and so strong in its financial structtivat all the interested parties want to
control it for their own purpose&®® In a sense, Zewdie saw the opportunity to engage
the institution on the issue of HIV/AIDS througletidvorld Bank’s financial power —

even though it may not have intended to (from tiNPPHberspective).

According to a former World Bank managing directtessica Einhorn, ‘[the
institution’s] mission has become so complex thatrains credulity to portray the bank
as a manageable organization. The bank takesadleicges that lie far beyond any
institution’s operational capabilitie®®* She even suggests the idea that the World Bank

‘scale back its activities’ and ‘distribut[e] sorakits programs to other existing

682 3 Mallaby, 'Saving the World Bank' (2005) 84 (8y&ign Affairs .
%83 Einhorn, p. 31.

4ibid, p. 22.
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institutions with overlapping missions’ or ‘devodj[some of [its] functions to new
institutions’®®® Such growing awareness within the World Bank amingst its outside
critics, including those from the health realm, &&ad an impact on the direction that the
World Bank is now taking on HIV/AIDS. In a numbafrrecent World Bank strategy
documents on the issue of HIV/AIDS, the World Barften acknowledges the changed
circumstances in the global health environmeneims of the new proliferation of actors
and funds that are now addressing the problems fdms forced the World Bank to assess
its ‘comparative advantage’ on the issue and rédvat@its level and means of

engagement.

The complexity of the new operating environmentHidv/AIDS and the World
Bank’s involvement requires a look at the formatdrwo relatively new institutions —
the UN Joint Programme on HIV/AIDS (UNAIDS) and tGé&bal Fund to Fight AIDS,
Tuberculosis and Malaria (the Global Fund). Thasgtutions hold major implications
in the institutional interactions between healtd development and, hence, it is
necessary to consider their role in this spacdorBgroceeding to the final part of the
institutional interaction analysis (i.e. on ‘mamnaginteractions’), the next section
describes the reasons behind the entry of the emoinstitutions and why this added to

the complexity of AEM governance in the contextd¥/AIDS.

2ibid, p. 23 and 34.
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The New Institutions on HIV/AIDS at the Intersectio  n of International
Health and Development

The Joint United Nations Programme on HIV/AIDS (UNAIDS)

The urgency of the global HIV/AIDS crisis duringethi990s and the UN'’s lack of
confidence in the WHO as the ‘lead agency’ throtigi&Global Programme on AIDS
(GPA) led to the establishment of a new UN insitituicalled the Joint UN Programme
on HIV/AIDS (also known as ‘UNAIDS’) in 1996. UNAIS provides an illuminating
example of how intergovernmental and organizatienakrdination within the UN system

has been attempted through the formation of a netitution

UNAIDS became an organization under the perfechstaf a rather timely and
unique set of circumstances. As the HIV/AIDS epidebecame a growing and
undeniable global problem, the formation of thigaoization occurred against a
backdrop of major international institutional teorss that began in the late 1980s and a
change in the donor country attitudes toward the OUNe departure of the charismatic
and popular Jonathan Mann from the WHO Global Rumogne on AIDS (GPA) led to a
substantial decline in the programme’s funding leaad a ‘considerable demoralization
among the staff’®® There were concerns that the new GPA, under Middi@rson, was
shifting from its former multisectoral approach @®&toming too ‘medicalized’;
although, Merson has denied this and claims tleattusation was being made by those
who wanted ‘their agencies to be more promineriépandemic and to have more

money’ %’

% UNAIDS p. 18; The reasons behind Jonathan Masigmation as the director the WHO'’s Global
Programme on AIDS (GPA) was covered in Chaptem3tife WHO).

%7ihid, p. 18.
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The UN agencies’ access to donor funds becameasiagly tight. A major
economic recession had hit a number of the donantces and the post-Cold War
attitude towards the UN was unfavouraffe.The U.N. was viewed as suffering from
‘bureaucratic arthritis’ and there were growings#&br U.N. reform by its member
state®® The former U.S. ambassador to the U.N., Madel8ibeght, publicly
commented that the U.N. needed to ‘reform or 8i&’Interest in funding GPA, along
with other U.N. multilateral efforts, was waning angst the donors and there was

marked shift towards funding AIDS efforts bilatdydi®*

The problem of UN ‘infighting’, which commonly ocoed between the WHO
and other key agencies (i.e. the World Bank, UNIC&# UNDP), triggered an external
review’®? requested by country donors that uncovered tiegfiaiency of coordination
between different UN agencies’ due to the duplazatf efforts and ‘territorial
rivalries’®®® The external review resulted in two subsequertadworking groups to
propose solutions to the perceived collaborati@bl@m on AIDS with the UN

694

system>®* The first working group, under the GPA Managen@ommittee’”>

%8 G BehrmanThe Invisible PeopléFree Press, New York 2004), p. 168

%% ibid.

0 jbid.

891 C Jonsson, 'From ‘Lead Agency’ to ‘Integrated Pangming’: The Global

Response to AIDS in the Third World' in HO Bergesmd G Parmann (ed&reen Globe Yearbook
(Oxford University Press, Oxford 1996).

%92 The external review was conducted by a ‘commitie'en members, representing the five major donor
countries and five recipient countries.” See Jonsgm 67.

893 UNAIDS, p. 19-20. (The WHO GPA was perceived byais as ‘hamstrung by its place within WHO
and unable to work effectively with other UN agexsci..”. Poku, p. 288.)

94 UNAIDS; Jonsson, p. 68-69.

9% The GPA Management Committee was comprised of ‘beemrepresenting 30 [WHO] Member States
and 6 intergovernmental organizations (i.e. UNICERDP, UNESCO, UNFPA, the World Bank, and the
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commented that ‘no single agency is capable ofordipg to the totality of the problems
posed by AIDS’ and ‘a cooperative effort ... is esg#n®®® Structure-wise, the working
group proposed the establishment of a yearly AID&dination forum that would
‘includ[e] representatives of the UN system agesydidlateral donors, and NGJ¥”.

The UN donors were dissatisfied with this idea paghed for an alternative solution.
This led to the use of a second working group, Wwinecommended the formation of a
task force comprised of representatives from damor developing countries, UN
agencies, and civil society. It was charged whth ‘tlesign of a new body’ that would

coordinate the UN’s work on HIV/AID&®

Ultimately, the task force endorsed a new joint easbonsored programme,
which would possess a secretariat and have ‘theship of a broad set of UN
agencies®® In parallel, a group of donors held a meetingdndon where they
discussed Canada’s similar idea of a joint andpmmsored UN programme on AIG%.
An agreement on the idea was not reached amordpti@s, but the Canadian
delegation decided to take the initiative of présenit to the WHO World Health
Assembly that year. It has been described tha?WH® secretariat was ‘up in arms’
over the ided”* however, the idea devolved into a request foM##O ‘to work out a

proposal for a joint and co-sponsored UN prograromellV/AIDS in close consultation

Commission of the European Community)’. The repnésd Member States included both developing and
developed countries. See WHO, ' Report of the [T&fgeting of the Management Committee' (1994)
WHO Global Programme on AIDS (24-26 May 1994).

89 UNAIDS, p. 20

%97 Jonsson, p. 68.

9% UNAIDS, p. 20.

9ibid., p. 21.

% jonsson, p. 68

0% ibid.; UNAIDS.
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with the executive heads of UNDP, UNICEF, UNFPA,EBCO, and the World
Bank’.”? The proposal was to include ‘several optionis .arder to avoid watered-down
attention to UN consensus formulatioh¥ The task force continued its role in this
‘interagency bargaining process’ and three optiwese presented with ‘different
balances between the central secretariat and tspasors’® In a symbolic gesture of
support for new body, the UN Secretary-General eard a meeting with the leaders of
the six UN organizations and voiced his preferdnceéhe ‘most far-reaching’ option
proposed. This option was revolutionary in thessathat it would establish a new
standalone secretariat within the UN system thatlvbe underpinned by the idea of co-
ownership, or the more used UN phrase of co-spshgnrby other agencies involved in
the work of HIV/AIDS/® Hence, WHO was effectively displaced as the Egehcy on

HIV/AIDS work within the UN system.

The Joint UN Programme on HIV/AIDS (hereafter re¢erto as UNAIDS) was
established by a UN Economic and Social Council@SOC) resolution in 1994 and
officially launched in 1996% It is governed by a Programme Coordinating Bge@B)
comprised of: representatives from 22 governmeist&)N co-sponsors (including WHO,

UNDP, UNICEF, UNFPA, UNESCO, and the World Banlkyddive NGOs™*’ Early

92 UNAIDS., p. 21. (Insiders of the process recohat tWHO spent many months ... attempting to impose
language saying it would “administer” the prograather than offer “administration in support” of itfThis

has been considered a fundamental struggle oveemo8ee B Gellman, 'Death Watch: The Global
Response to AIDS in Afric8he Washington PogtVashington, D.C. 5 July 2000).)

%3 Jonsson, p. 69.

ibid.

" ibid; Behrman, p. 167.

"t is interesting to note that although it is edlla ‘programme’, in essence, it became an orgémiza

9T UNAIDS, 'Governance' (2010) UNAIDS
<http://www.unaids.org/en/AboutUNAIDS/Governancd#ddt.asp> (10 June 2009).
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accounts of the organization describe the intechallenges of a vague mission (which
had to be redefined by the UNAIDS Executive Dire®eter Piot), a dwindling budget,
and an inexperienced lead&t. It soon became clear to Piot, however, that heldvbe
‘on the hook’ to sorting the organization’s roledahat ‘his real mandate ... [was]
[m]aking sure that the UN agencies are doing mardi®S, and that they do it in a

better way, qualitatively, and that they do it inaherent way”’

% In the eyes of others,
including the UN and its member states, UNAIDS w@sn as an ‘experiment’ for UN
reform. There was an ‘appetite’ to attempt sonmgtimew and, as one early insider

recalled, ‘AIDS just happened to be thef® At the national level, UNAIDS operated
through UN Theme Groups comprised of country-legptesentatives of UNAIDS co-

sponsors and other UN agencies. These groupsdsas\& ‘forum to plan, manage and

monitor a coordinated respongé'.

The appearance of UNAIDS on the global health leags did not sit well with
existing actors, such as the WHO and the World Baltike external challenges faced by
the organization, in relation to its interactionghwthe cosponsors, could be characterized
by resistance, tension, and painfully slow progrdedact, Jonathan Mann (former
WHO GPA director) once commented that coordinatimegsix UN Co-Sponsors is akin
to ‘walking six cats on a leasf*? It was observed that after the launch of UNAIBIS,

ostensible partners cut back sharply on the resswand personnel they devoted to

%8 Behrman, p. 169. (Peter Piot was described ms\ace in the realm of international political
advocacy'.)

"ibid, p. 168-9.
"Oibid., p. 168
"1 UNAIDS, Resource Guide for UN Theme Groups on A{PE5), p. 45.

12 M Balter, 'United Nations: global program struggte stem the flood of new cases' (1998) 280 (5371)
Science 1863, p. 1863.
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AIDS’ and that within UNAIDS there was talk of ayfedrome of abdication™>* For the
WHO, according to Peter Piot, the split of HIV/AIpSwer from WHO was ‘like a

really bad divorce. There was a fantasy of brinditMAIDS back into WHO'"** Piot

felt there was a need for WHO ‘to redefine itsgiffen the changes in the global health
architecture; however, the fighting between theaarzations (as well as others, including
the World Bank) continued over ‘territory and pa, with WHO claiming it was the
controller, that they were in chargé® The World Bank, for its part, was considered to
have ‘acceded [to UNAIDS] with bad grat&’for it ‘emphasized that it would “assume
no liability” for UNAIDS and wished to have “astl# involvement as possible” in the
new unit’, according to memos from a World Bankalegdvisor and the then-Human

Development directof’

Operationally, UNAIDS consists of a secretariagdzhin Geneva (along with the
PCB and Committee of Cosponsoring Organizafithat the international level and
operates through the UN Theme Group on HIV/AIDSg@sllaborative mechanism to

work with its UNAIDS cosponsors) at the countrydev UNAIDS has played a major

"3 Gellman, 'Death Watch: The Global Response to AltDSfrica’. (It was reported that the ‘World Bank
loans dropped from $50 million to less than $1dianl WHO spending dropped from $130 million to $20
million, UNICEF from $45 million to $10 million, ahso on’.) See also UNAIDS, 'UNAIDS: The First
Ten Years', p. 22. (Hans Moerkerk, Chair of titAGManagement Committee, has stated that ‘we in the
Task Force wanted [UNAIDS] to be a funding agenig&g the Global Fund is now, but UNICEF, UNDP
and the World Bank were too powerful and would altiw it to be more than a coordinating and advgcac
organization’.)

4G Yamey, 'Faltering Steps Towards Partnershif®Zp325 (7374) British Medical Journal 1236, p.
1237.

"2ibid, p. 1237.
1% Mallaby, The World's Bankeip. 319.
"7 Gellman, 'Death Watch: The Global Response to AltD&frica'.

"8 The Committee on Cosponsoring Organizations pesvalforum for the cosponsor representatives to
meet twice a year to review UNAIDS matters and leinput.
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role in access to ARVs over the years. For exaniphad launched two initiatives (i.e.
the Drug Access Initiative [DAI] in 1997 and the dsterating Access Initiative [AAI] in
2000) in an effort to promote access to ARVs indlieping countries through differential
pricing arrangements with the pharmaceutical ingust It is interesting to note that the
UNAIDS approach was not without controversy. Whekl was first launched, there
were ‘few generic suppliers of ARVs' at the tiff@ By 1999, there was increased
recognition among DAI participants that ARVs coblesourced at a lower price through
generic versions. In an effort to maintain a faxatle position with UNAIDS, the
pharmaceutical industry proposed an idea that whuttier reduce prices through
individual pricing arrangements, but it requiredttthe UN ‘commit to mobilising
support for the controlled use of their productd anstainable financing for them’ in
return’?*  UNAIDS (along with WHO, the World Bank, andewf other UN agencies)
agreed to the arrangement and the AAI was forniiedas observed, in hindsight, that
the ‘roll out [for the AAI] was slow and hindereg mdividual countries having to

negotiate prices and conditior{§~

The Global Fund to Fight AIDS, TB, and Malaria (‘the Global Fund’)
The Global Fund to Fight AIDS, TB, and Malaria @alsnown as the ‘the Global Fund’)
was established by the Group of 8 (B8ountries in 2002 as a new type of organization

to mobilize financing to prevent and treat the ¢hmeajor diseases affecting developing

"9 gchwartlander, Grubb and Perriens, p. 541-542; IIMA'UNAIDS: The First Ten Years', p. 163-165.
20 schwartlander, Grubb and Perriens, p. 541.

"Libid, p. 542.

"2ibid, p. 542.

"2 The G8 countries consist of: Japan, Italy, Canbldg,, France, Germany, Russia, and the U.K.
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countries. According to the Global Fund’s founddigector, the organization’s motto
was to ‘raise it, spend it, [and] prove it* It was intentionally established outside of the
UN due to donor concerns about the ongoing tutfdstbureaucracy, and inefficiency
within the UN systeni®® As the second largest funder of HIV/AIDS prograths,

Global Fund is a unique joint endeavour betweereguwents, civil society, and the
private sector that has established itself as dttgeanost prominent global public-
private partnerships todd$® The Global Fund, which is governed by a board of
representatives (comprised of developing and deeelaountries, NGOs, affected
communities, and the private sector), holds thegsaf approving grants made. It also
holds partnerships with WHO, UNAIDS, the World Baakd a few public-private

partnerships’®’

The model of the Global Fund is also unique inghiese that it possesses no in-
country or technical assistance expertise becassectly operates as a financing
mechanism without involvement in national-level Iempentation activitie$?® This
created a problematic dynamic between the Globatiamd the UN agencies involved in

HIV/AIDS (such as WHO, UNAIDS, and the World BaniKhe tension between the

245 Bartsch, 'The Global Fund to Fight AIDS, Tubdsis and Malaria' in W Hein, S Bartsch and L
Kohlmorgen (eds§zlobal Health Governance and the Fight Against ldhd AIDS(Palgrave Macmillan,
Basingstoke 2007), p. 157-158.

"2ibid., p. 149. Other accounts detail tension$intalks between the UN bodies and donors leadirtg u
the formation of the Global Fund, as these bodéskshoped to keep funding within the system. ( UN8JD
'UNAIDS: The First Ten Years', p. 130.); Nana Pdkscribed the formation of the Global Fund asragis
under ‘a swirl of rumors, whispers and backroomignie driving the process forward’. (Poku, p. 294).

26 Bartsch; M Bernstein and M SessioAsTrickle of a Flood: Commitments and Disbursenfent
HIV/AIDS from the Global Fund, PEPFAR, and the \Worl

Bank’s Multi-Country AIDS Program (MAR2008).

"2 The Global Fund, 'The Global Fund' (2010) <htypaiv.theglobalfund.org/en/board/?lang=en >.

28 Bernstein and Sessions., p. 12.
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organizations was apparent in the Global Fundi®chiction of the Country
Coordinating Mechanism (CCM) (based within devetgpiountries)?° which has
created a number of problems at the national aololgjlevel in terms of its lack of
coordination with extant governance structuresdesrGlobal Fund procedures, CCMs
were established for the distribution of grantthatnational levelln particular, CCMs
function in the capacity of developing and submgtgrant proposals as well as
overseeing implementatidf’ The establishment of CCMs, however, has been ‘in
addition’ to extant national coordinating instituts (e.g. the National AIDS Councils,
which are used by the World Bank, and the UN Th&rmups, which are used by
UNAIDS).”® This has resulted in problems of duplication eodfusion for developing
countries as well as greater political competifienpower and influence between the
different coordinating authoriti€d? In a 5 year external review of the Global Futhe, t
organization was advised to ‘emphasize CCM funsti@ther than [the] CCM entity’

and to ‘incorporate the CCM functions into otheICXa-like mechanisms” ...**

The CCMs have also been a source of conflict agkbieal level between the
Global Fund and the WHO and UNAIDS. Because theb@&lFund endorses a ‘bottom-
up’ approach to health initiatives, it does notdvan in-country presence nor does it
house technical expertise to assist CCMs in deuayopountries with their proposals.

CCMs, as a result, rely on technical assistanaa fridateral and other multilateral

2 CCMs, as described by the Global Fund, are ‘cguetrel partnerships’ which support local ownership
and participatory decision-making. The Global Fu@auntry Coordinating Mechanisms' The Global Fund
<http://www.theglobalfund.org/en/apply/mechanism@% June 2008).

"ibid.

31 Bartsch., p. 166.

"2ibid, p. 166.

33 The Global Fund, 'The Global Fund'.
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organizations. This dependency has added to thideeaal of other organizations, such
as WHO and UNAIDS, which supported the CCMs withounpensation. (This issue
was later resolved through a revision in grant psas to allow for technical assistance
compensation.) An interesting dynamic createdhs/dependent relationship is that
other organizations can influence country propotatsugh the provision of technical
assistanc&®* Though the Global Fund was created outside théew of the UN
system, in order to avoid the bureaucracy of thedy$tem and shift power away, WHO

and UNAIDS can still find ways to exert contfd¥.

The sustainability of the Global Fund approach, &esv, has been an issue of
contention. The Global Fund faces an increasingtage of funds due to the challenges
of donor fatigue, difficult economic times, and quetition with other organizations for
funding.3® For example, the Global Fund has been ‘side-stfpy the US (a key
donor of the Global Fund) through the creationhaf President’s Emergency Plan for
AIDS Relief (PEPFAR). With the increasing shortagéunds from donors, some
wonder whether the Global Fund’s approach to supmpdisease programs can continue
as it would have to ‘mobilize enough resourcesutotreatment programs [for] as long as
they are needed®’ Recently, the Global Fund has indicated intdreatidressing a
broader range of fundamental health concerns, asittealth systems and the MDB3,

but they express concern about ‘whether [theyfeaely to take on more’. The Global

34 Bartsch., p. 161-162.

"**ibid.; Kohlmorgen., p. 131-132.
% Bartsch.

ibid, p. 170.

38 For example, in 10th round of the Global Fund gepplications, health systems strengthening was
added as a criterion.
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Fund Board Chairman (Tedros), has stated that hleaGFund is ‘not worried that

[they] are leaving the core mandate [for discugsibut still with an eye to the coré&*®

To address the current funding difficulties posgdhg current economic climate and the
issue of bilateral programmes, the Global Fundidees engaging in active outreach to

the donor countries in an effort to ‘build trustica'a relationship’ with each one.

From Parallel Interactions to Institutional Complexity: Lessons and Future
Considerations for the Institutional Interactions between Health and
Development

The institutional interactions between internatidmealth and development over
HIV/AIDS have been further transformed by the amrabf UNAIDS and the Global
Fund. The entry of these two new institutions haned the institutional interactions of
the WHO and World Bank beyond that of parallel iatgions to institutional complexity.
The interactions between the institutions vary bade evolved over time. For example,
the initial tensions between WHO and the World Baokld be characterized by the
competition for funds and staff resources to adsities HIV/AIDS epidemi¢®® The

entry of UNAIDS created institutional tensions wWHHO in terms of norm setting, staff
resources, and the assertion of leadership ovefADS. The later establishment of the
Global Fund created an array of tensions withra#é institutions** For example, the
Global Fund'’s lack of in-country presence and dapielg countries’ reliance on

technical assistance from UNAIDS and WHO creatéerinrganizational problems. In

39 Christoph Benn, Global Fund (Presentation at tlet€ for Strategic and International Studies (§SIS
12 March 2010).

40 Kohlmorgen; Abbasi.

741 Bartsch.



196

addition, the Global Fund’s preferred use of itaitoy Coordination Mechanism as
opposed to the World Bank’s established use ofddatiAIDS Councils created another
set of problems in developing countries and betwbkernwo institutions. Overall, the
institutional interactions on HIV/AIDS assistancere considered fragmented,

redundant, and inefficiert?

‘3 by 5" — A WHO Partnership Gone Awry?

The ‘3 by 5’ initiative, as discussed in Chaptewds an effort by WHO to re-position
itself as a leader in the HIV/AIDS health respohgeddressing the emergency issue of
the lack of access to antiretrovirals. (The itiieaimed to put three million people on
antiretrovirals by 2005, but fell short of this ¢@ath only 1.3 million people on
treatment at its conclusidf) The initiative, officially, was intended to bannership
launched by WHO in conjunction with internationakimers, such as the UNAIDS and
its co-sponsors, the Global Fund, and doArsThe WHO’s methods in leading and
managing the initiative, however, left it in a gealestate of confusion amongst these
groups. For example, there were ‘varied interpi@ta’ of what the ‘3 by 5" actually

entailed*® as well as uncertainty regarding the nature ofth0O’s partnerships with

"2 Garrett, 'The Challenge of Global Health' (2088)(1) Foreign Affairs.

3\WHO, 'Global access to HIV therapy tripled in pasb years, but significant challenges remain' €00
World Health Organization (press release) <httpuwwho.int/hiv/imediacentre/news57/en/index.html>
(28 March 2006).

44 Nemes and others, p. 83.
"5ibid, p. 60. (According to an external evaluatadrihe ‘3 by 5’ initiative, it found that perceptis of the
‘3 by 5’ initiative included: ‘a “slogan”; “a markiag and fundraising strategy”; an initiative”; “an
indicator”; “a mindset”; “a wake-up call”; “an adeacy strategy”; “a programme of work”; “a very
ambitious plan”; “a global political declaratiords well as “the WHO strategy for treating 3 millipaople
by the year 2005™.)
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others’® In general, the WHO's so-called ‘partnerships’thee initiative were mainly
an array of ‘loosely managed arrangements’ th&gdconsensus building, which left
the partners with the unenthusiastic impression‘thay 5’ was ‘a WHO initiative”*’
Essentially, WHO'’s effort to play a leading role ldiV/AIDS through partnership was
considered a failure by some despite its attemputia up its HIV/AIDS capacity and
assert itself in the new role of coordinating asdesARVs’*®  Overall, the WHO'’s
problems in leading ‘3 by 5’ can be attributed toaaray of key factors (according to an
external evaluation), which include an ill-concehstrategy, lack of programme
structure, lack of upfront financial commitment|adeed disbursement of funding
(leading to late recruiting of country officialg) Jack of interdepartmental collaboration,
a lack of a sense of ‘ownership’ by the WHO reglmifices, a lack of involvement and

consensubuilding with its external partners, and poorlyidetl partnerships (in terms of

its form and extent)*®

Over time, the various health and developmenttinsins began to see the
problems in HIV/AIDS governance. The conflictingligies, misaligned priorities,
competition and turf battles, redundant operatiansg, functional gaps (as discussed

earlier in this chapter) became recognized withenWN system as key probledt8. The

% There was a lack of understanding about the ‘patars and explicit expectations ... for [the]
collaborations’ and a lack of distinction betwestrategic, scientific, and operational partnershigee
ibid, p. 89.

"ibid p. 25-26 and p. 34; Schwartlander, Grubb Battiens, p. 545.
"8 Nemes and others, p.34.
ibid., p. 60-68.

SOUNAIDS, 'Global Task Team on Improving AIDS Coordiibn Among Multilateral
Institutions and International Donors' (2005)
<http://www.unaids.org/unaids_resources/images/GIT/_Brochure.pdf> ;

UNAIDS, 'Global Task Team on Improving AIDS Coordiion Among Multilateral
Institutions and International Donors — Final Reép@005) UNAIDS (14 June 2005)
<http://data.unaids.org/Publications/IRC-pub06/J5tGlobalTaskTeamReport_en.pdf>.
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institutional complex that had emerged betweenrtbgtutions was raising concerns
from developed states about the inefficient uskiods and from developing countries
about the tedious and complicated variety of grapfdications and reporting procedures
that was straining its limited resourc@S. Technical assistance from the WHO and
UNAIDS was needed by the Global Fund, but not fagzh Multiple national
coordinating mechanisms, favoured by differentrimaéional bodies, existed in recipient
countries. The UN agencies and the Global Fundeasribed in Chapter 6 (on
Emerging Changes in Governance), came togetherio the ‘Global Task Team on
improving AIDS coordination among multilateral instions and international donors’ in
an effort to manage the institutional problems thay faced. It is interesting to note that
the U.S. added to this institutional complexitylwihe formation of a bilateral
programme known as the President’s Emergency BlaAIDS Relief (PEPFAR), under
former President George W. Bush. Upon its creafRfPFAR became the largest funder

of HIV/AIDS programmes and it gave special emphssite funding for treatment.

Conclusion

This chapter analyzed the institutional interactionthe governance of AEM in terms of:
(1) international health and trade and (2) inteamatl health and development. On the
institutional interactions between health and trakdeugh it appears that the WTO and
WHO have made some progress in building cooperatven the course of their troubled

history, the institutional tensions still appeaetast between the two organizations due to

SLIUNAIDS, 'The Global Response to AIDS: ‘Making theiey Work’ The Three Ones in Action' (2005)
Communiqué from the High Level meeting <http://waislsportal.org/store/292.pdf> (9 March 2005); ,
'Improving Coherence Among Multilateral Institutiband International Donors to Develop and Support
Effective AIDS Programmes' (2005) Discussion Docotra "Making the Money Work: The Three Ones
in Action Conference" <http://www.aidsportal.orgist/295.pdf> (9 March 2005).
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differing priorities. A major priority of the WT@ to overcome the problematic
stalemates in the ongoing Doha Round negotiatindsgiven its focus, it would want to
avoid any other complications to its completionrr€at developing concerns about
‘paragraph 6’ system implementation could diverg@ion from the WTO’s main
agenda. In addition, further discussions and tspayout problems with TRIPS
implementation would only add to the workload of #§mall staff in the WTO'’s
Intellectual Property division and the already fuketing schedule of its member states.
WHO, on the other hand, continues to be pressets lopveloping country member
states to address TRIPS flexibility issues. WH@nt passage of the Global Strategy
and Plan of Action through the Intergovernmentalriifegg Group on Public Health,
Innovation and Intellectual Property (discusse@hnapter 6) is viewed as a potential
move by developing countries to better position WiH@overning trade-related health

issues through the regime shifting of intellectu@perty matters from WTG?

On the institutional interactions between healtth davelopment, there have been
significant improvements in addressing HIV/AIDSqliding AEM) over the past
decade. Yet, despite the progress made, theirgsatimplexity of these institutional
interactions and the persisting lack of coordimatiodermine the possibility of greater
success. As illustrated by this set of key orgations (i.e. WHO, the World Bank,
UNAIDS, and the Global Fund), while they may allchthe ultimate objective of
reducing the prevalence of HIV/AIDS, they have smtight to work together historically
and a power struggle has ensued. A growing retiogrof the governance problem by

these organizations, along with external pressorm States (i.e. both developed and

52 Kohlmorgen.
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developing countries), has prompted an effort etUNAIDS to coordinate the various

UN institutions and the Global Fund. (This will Bescribed further in Chapter 6.)
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Chapter 5: THE IMPLEMENTATION OF INTERNATIONAL
ASSISTANCE AND COOPERATION FOR ACCESS TO
ESSENTIAL MEDICINES BY DEVELOPED COUNTRIES

Introduction

As mentioned in my discussion of the implementatramework (in Chapter 2 —
Theoretical Framework), the implementation of nomwelves two levels — the
international and national levels. The previouapthrs considered the role of the
international order in governance and the challsrigeed by the intergovernmental
institutions involved, notably the WHO, WTO, Woilnk, UNAIDS, and the Global
Fund. The aim of this chapter is to consider thomal progression towards the
implementation of international AEM standards asdnteractions with the international

level. To help illustrate this process, | seledtezl United Kingdom as a case study.

In the introductory chapter of this thesis (Chagfeit was established that a set
of international standards on international asst#aand cooperation (IAC) for AEM
exists. Yet, to consider the level of internatianfluence necessary to facilitate national
implementation, it helps to assess the level déstceptivity to the international norm
(e.g. access to essential medicines). The corerbaot access to essential medicines
(AEM) can be derived from the right to health ahence, belongs to the broader
category of economic, social and cultural righAslook at the country attitude towards
the right to health provides a general barometatate receptivity to AEM’s

international standards.
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As an individual country, the U.K. has not showrtweard resistance to AEM
norms but the European Commission (EC) has opdraifenged AEM on the trade
front. While the model by Thomas Risse and hiteagjues is not designed for regional
study, his phases of denial, tactical concessems prescriptive status can be considered
in the context of the regional trade bloc’s aciestduring the years before and after the
WTO'’s Trade-Related Aspects of Intellectual Prop&ights (TRIPS) agreement. | will
trace the EC’s position on AEM through these stagesiderstand how the EC’s views
on AEM have evolved and where it stands on thesissday. Distinct from its trade-
related policies, the U.K.’s health assistancedlopment activities have been lauded
as some of the most progressive approaches tagedpiveloping countries achieve
greater access to medicines. | will provide adnisal analysis of the U.K.’s health and
development agencies’ positions on AEM to illugrdite U.K.’s generally consistent
stance on AEM and discuss the government’s futlmesgfor AEM in the context of

U.K. global health policy.

Case Study of the United Kingdom

The U.K. presents an interesting study on AEM radegn and its handling of AEM
issues in health, trade, and development policiddaws as a matter of state
implementation.From a human rights perspective, the U.K. goverrirappears to be a
more willing supporter of the realization of thght to health in developing countries as
indicated by the following statement from the UDepartment of Health in 2008:
We believe that every individual — whatever parthaf world they come from or
live in —is of equal value. The UK Governmentpag of the original 1948
signatories, remains committed to the provisionthefUniversal Declaration of

Human Rights. ‘Human rights belong to every indiadin every part of the
world ..."."3
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The U.K. is a signatofy* to the ICESCR but it has gone further in its redtign of
economic, social and cultural rights through théication of the covenant in 19767°
Despite the ratification of the ICESCR, the U.Kll sias ‘never incorporated it into
domestic law’ under the country’s dualist approecthe adoption of international
law.”® Legal scholars, such as Ed Bates, comment that . has historically taken
the position of recognising the ICESCR as prin@pf@ogrammatic objectives, or
guidelines, which ‘consequently ... cannot be givegidlative effect”>’ In other words,
U.K. government believes that many of the ICESQR&visions do not ‘lend themselves
to translation into legislation or justiciable isstffor British court adjudication]%®
When asked to report to the UN ESCR Committee enrtborporation of the rights of
the ICESCR under domestic law in 1996 and 2001Utke government responded by
pointing to its ‘[sectoral] policies and programriietating to the principles of the
ICESCR’™® For instance, Bates observes that the U.K. gowem has exhibited the
general belief that ‘foreign policy objectives o8E rights were covered by the

government's commendable commitment to the refipbuerty and sustainable

"3 UK, 'Health is Global' (2008) UK Department of Htha
<http://www.dh.gov.uk/prod_consum_dh/groups/dh_tdigssets/@dh/@en/documents/digitalasset/dh_088
753.pdf . >, p. 16. (Quote from David Miliband,rEmn Secretary)

54 Signed on 16 Sep 1968.

>UN, 'UN Treaty Collection' (2010)
<http://treaties.un.org/Pages/ViewDetails.aspx7BREATY&mtdsg_no=IV-3&chapter=4&lang=en >

% As Bates explains, the UK’s ‘dualist’ approachyuée[s] an international treaty to be specifically
incorporated into domestic law for it to take figijal effect’. E Bates, 'The United Kingdom and the
International Covenant on Economic, Social and@altRights' in M Baderin and R McCorquodale (eds)
Economic, Social, and Cultural Rights in Acti@UP, Oxford 2007), p. 259.
ibid, p. 260.
758 14;

ibid, p. 259 and p. 268-269.

"ibid, p. 259, 264-265, 269.
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development® rather than to a need to incorporate the rights@lCESCR in domestic
law.”® The government’s position on economic, social @rtlral rights appears
consistent with its approach towards meeting |1A&hgards for AEM as well as the
broader demands of the right to health. As detddéer in this section, the U.K.
established a number of policy objectives and ekdzhon a number of programmes

pertaining to its support of AEM.

Yet, even with recognition of the human right t@alle and AEM, the U.K.’s
membership in the European Union (EU) poses andalgdel of complexity to its stance
on health and trade-related matters — namely AHke U.K.’s membership in the EU
means that its representation at the internatiewval is subsumed under the European
Commission in fora such as the WTO and WHO. Thesamns that the European
Commission votes as one body on international msafeeg. international trade or health
agreements) rather than as individual states. réswt, the U.K.’s position on AEM
matters will have to be considered in this contexh regard to international health and
trade policies and laws. The health and trade@geodies within the U.K. that have
been active at the international level on AEM issmelude: the Department of Health

and the UK Intellectual Property Office (known he UK Patent Office until 2007).

In addition to these particular U.K. agencies, Drepartment for International
Development (DFID) is another state-level body tied also been heavily involved in
AEM issues on the international health and develamnfront. DFID, as an agency, was

given the broad mandate of ‘provid[ing] aid for suisable development and welfare’

"ibid, p. 265.

"Libid, p. 265-266.
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with the goal of ‘reducing poverty®? One of the driving forces of DFID’s agenda is the

Millennium Development Goals (MDGs), which includes health-related targets (as
noted in Chapter 1). DFID’s broad mandate, thdthealated MDGs, and the general
understanding that good health is an underlyingpfaaf economic development, all
contribute to DFID’s involvement and leading rabeU.K. activities pertaining AEM (as

described later in this section).

The remainder of this section will trace and analyre U.K.’s acceptance and
involvement on AEM. To understand the U.K., aE@hmember, it is necessary to
assess the EC’s actions in the health and tradlesea relation to AEM. Given the EC’s
initial resistance to recognizing AEM standardss #ilows for an analysis of how the EC
as a regional bloc was socialized into norm impletaigon through the spiral model’s
phases of denial, tactical concessions, and ppgs@istatus. The section concludes with
a review of the U.K. health and development agenaetions on AEM to shed light on
the country’s individual stance towards AEM and withig considered to be much more
progressive on the norm’s recognition and implemigor than other developed

countries.

Phase |. EC Denial

The European Commission’s initial stance on AENhiernational trade prompts an
analysis of ‘regional denial’ within the spiral ned Here, the EC’s collaboration with
the U.S. in the creation of the TRIPS agreementitsrikefence of intellectual property

rights over developing country AEM concerns is deth

52 DFID, 'Who we are and what we do' (2010) UK Dégpt.International Development
<http://www.dfid.gov.uk/About-DFID/Quick-guide-tofBID/Who-we-are-and-what-we-do/ >
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WTO TRIPS Agreement

As discussed in the previous case study, the W\&rgment took a lead role in
introducing the ideas of an intellectual properghts agreement (later known as TRIPS)
to the WTO. The U.S. realized, however, that thespge of this agreement would
require strong backing by some of the other poweduntry groups within the WTO

and it worked to establish a powerful coalitioniké-minded developed countries known
as the ‘Quad’ to support the intellectual propeigyts agendd®® The Quad consisted of
the U.S., European Commission (EC), Japan and @Gan&aliciting support from the

EC was not a significant hurdle for the U.S. coasitg the number of prominent
pharmaceutical companies based in Europe (e.g, Brnce, and Germany). Hence,
following the U.S.-led efforts in the creation dRTPS at the WTO during the Uruguay
Round (1986-1994), the Quad was able to lock d@uadpcountries into an international
legal agreement that would limit medicines optiondeveloping countries due to newly

imposed base standards for patent protection.

Despite the EC’s support of TRIPS, the E.U. busimesnmunity is considered to
have held a ‘relatively low profile’ on TRIPS lolhg in comparison to the highly
‘proactive approach’ taken by companies basedmnmesother developed countries.
Intellectual property expert, Duncan Matthews, éads that this is because the E.U.
businesses are ‘generally ... less well informedhansignificance of issues raised

[pertaining to TRIPS]’, which can be attributedbe fact that Europe possesses fewer

%3P Drahos, 'When the Weak Bargain with the Strodegotiations in the World Trade Organization'
(2003) 8 (1) International Negotiation 79.
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patent attorneys and a more cumbersome lobbyingepsoin comparison to the U'S.
Because the EC operates as a representative waksspe behalf of its member states,
the countries ‘normally have [to adopt] a commosifion and coordinated ... response
prior to the TRIPS Council meeting®® This procedure creates a complex process for
European business lobbies as they would ‘needgmaph national officials who, in
turn, seek to influence [EC] policy decisions ®®.In the U.K., lobbying at the national
level is viewed as problematic by a number of besses due to: (1) the government’s
use of a rather ‘inflexible’ formal committee sttuie to hear industry views and (2) the
belief that the government ‘collects comments olicg@roposals that it itself initiates,
rather than being responsive to the views genetatddk companies’®’ The U.S.

Trade Representative, in comparison, is knownltawatlirect and informal contact from
business groups and to rely on U.S. industry ‘aglaicd expertise’ due to internal
resource limitation5®® Hence, Matthews finds that ‘it is ... common fortfirnational
pharmaceuticals] to bypass the European-level septation ... going instead directly to
the USTR via global networks®® These procedural obstacles help to illustrate why
pharmaceutical business lobbying has been lesssinewithin Europe; however, the
availability of other avenues within the ‘Quad’ redlowed the corporations to push their

intellectual property rights agenda and ultimaggyner EC support.

Other Trade-Related Activities and the Growing Criticism of Trade Policies

%4 D Matthews Globalising intellectual property rights: the TRIRgreemen(Routledge, London 2002),
p. 85.

%% ibid, p. 86.

"% ibid, p. 86.

7 ibid, p. 86-87.
"8ibid, p. 85 and 87.

789 ibid, p. 87.
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In another act of outright ‘denial’ of AEM by thauebpean Commission, the EC
Directorate General for Trade (DG Trade) annourtbat‘[n]o priority should be given
to health over intellectual property considerationsesponse to the draft Revised Drug
Strategy at the WHO? (The Revised Strategy was discussed earlier in ©h&p-
International Institution for Health.) The Revisedug Strategy was a key WHO
resolution, which was eventually passed at the Widdalth Assembly and expanded the
WHO’s mandate to address issues that interfacedegt\wealth, trade, and intellectual
property rights. The EC’s DG Trade statement ithatsts an attempt to pre-empt the
significance of the WHO'’s influence on trade andsiues by attempting to delegitimize
the importance of health concerns. This attemphbyEC, however, did not prevent the
WHA from passing a number of subsequent resolutaitsessing the WHO's role and

member states’ responsibilities in relation to ABMI trade.

The European Union also supported efforts to presSauth Africa on its
Medicines and Related Substances Control Amendiarnh 1998 (as described in the
U.S. case study). The European Union, howeventaadly backed down in its pressure
upon South Africa due to a widespread activist @ldbrity media campaign that
slammed the developed country governments for dagn&EM for HIV/AIDS patients.
When the U.K. government was questioned aboutatsce on the South African court
case, its response displayed reluctance to cetitie pharmaceutical industry position.
For example, when asked about the South Africaigouent’s case, the Secretary for
International Development at the time (Clare Sheatyl:

| believe that [South Africa’s] negotiations withgrmaceutical companies on
price and licensing offers the best way of balagi¢ive need for affordable access

"%t Hoen, p. 48.
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to drugs with the need for intellectual propertgtpction to encourage future
research. The legal action is regrettable, bistatmatter between the
pharmaceutical companies and the Government ohSkfica. '’
The Select Committee on International Developmenthe House of Commons) has also
commented on the South African court case and taddke a neutral position on the
issue by stating that they ‘do not intend to coma view on the merits of that case nor
how in detail to interpret the TRIPS agreementeftvTO’.”"? Yet, in its explanation of
the issue, the government committee revealed amratbonsistent stance. It initially
tried to downplay the significance of the Southigdn Court case and the growing AEM
movement by stating that ‘[i]t is too easy ... teate a single identifiable enemy (the
pharmaceutical companies) and a single identifiablation (cheaper drugs)® Then,
when responding to accusations by a UK-based NGsfigA for Southern Africa) that
‘the European Union and the UK Government interdesred tried to persuade South
Africa to drop its challenge to TRIPS’, the repoegins to acknowledge AEM norms and
re-position the government’s stance on the contsi@keissue by stating:
The provisions of TRIPS under which a country caa parallel importing or
compulsory licensing in a national emergency werempfor a purpose. Progress
in agreeing [upon] concessional prices with therpizeeutical companies is to be
encouraged. This should not be at the expensevelaj@ng countries also
pursuing alternative solutions permissible underQ\fliles. We do not believe
the United Kingdom Government, the European Unioany other developed

country should put pressure on developing countraieto make use of available
TRIPS provisiong

MU K. Parliament, '‘Commons Hansard Written Answiexs for Thursday' (2001) Volume No. 364 Part
No. 47 <http://www.publications.parliament.uk/pa2®0001/cmhansrd/vo010308/text/10308w07.htm > (8
Mar 2001)

"2y K. Parliament, 'House of Commons. Internatiddevelopment - Third Report. Session 2000-01'
(2001) <http://www.publications.parliament.uk/pa2®@001/cmselect/cmintdev/354/35415.htm>
para. 191.

"3ibid, para. 191.

""ibid, para. 198.
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Despite the U.K.’s attempt at a somewhat neuteadct on the South African court case,
the increasingly negative public perception ofpharmaceutical industry caused the
U.K. to move towards adopting a stance that ackedgés the existence of TRIPS
flexibilities for AEM. Eventually, the the pharmaatical companies withdrew their suit

in response to public pressure.

Domestic UK Paolitics

As noted earlier, the European Commission (EC)tactspresent its member states in
multilateral fora on international matters suchrade and health. The Commission is
comprised of ‘20 Commissioners appointed for a-frear term by Member States’
governments and an EU civil service of approxinyate,000 officials”’> The U.K. is
allocated two Commissioners within the EC. The £@legation to the WTO TRIPS
Council, however, is also supplemented by natiogdesentatives from the EC member
states. In order to allow the EC to lead and reprethe member states in international
fora, the EC member states usually reach a consemstheir position before attending

the TRIPS Council meeting®

The U.K.’s national representatives to TRIPS amwigied by the U.K.
Intellectual Property Office (formerly known as tHeK. Patent Office)’” The U.K.
Intellectual Property Office is the state-level patharged with ‘establishing and

maintaining the national framework of intellectpabperty rights’ as well as assisting

S EURIM, 'EURIM Guide to Decision-Making in the Eyr@an Union after Amsterdam’ (1998)
<http://www.eurim.org/EURGUIDE.html >

78 Matthews Globalising intellectual property rights: the TRIRgreement p. 86

"ibid, p. 86
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businesses ‘make the most of their IP and be betégrared to compete in national and
international markets’’® A former executive officer of the UK Patent Oibas
recounted his experience as a U.K. representatii® onatters (during the WTO
Uruguay and Doha Round negotiations) as beinglabut politics’ and that his personal
role was about ‘pragmaticism ... getting things [ttt government wanted] dor/é®

He observed that his superior was ‘pro-innovatemmd that, as a UK delegate, central
government often directed him not to ‘scar[e] b# {pharmaceutical companies]’ and
that what was being done about IP strengtheningne€nough’ due to the ‘very
powerful’ voice that the pharmaceutical industrydha the country. In terms of
development influence on the U.K.’s foreign polibg, felt that it was there but it was

‘not major’ because DFID was not considered a tbtter in the political hitting order’.

As the South African court case entered the inteynal spotlight, the U.K.
government found itself having to account to itblpuon the health considerations of the
WTO TRIPS Agreement. For example, Baroness Amksdat respond for the
government about how it was ensuring that the WTIREPS agreement would ‘not
harm the health and well-being of the people ofdiecloping countries by prohibiting
or inhibiting ... generic versions of life-saving dai.”®® She stated that the government
‘believe[s] that the TRIPS agreement provides WTé&nthers with sufficient flexibility
to implement domestic patent regimes that takewatoof their national circumstances’;

however, the U.K.’s position on ‘the best way fordiavas for developing countries to

"8 See UK Intellectual Property Office, http://wwwoigov.uk/.
"9 Roundtable Presentation at Univ. of Oxford , UR {darch 2009).

80y K. Parliament, '‘Commons Hansard Written Answexs for Thursday'
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negotiate with the pharmaceutical companies ‘oocepaind licensing®

L Similarly,

when Lord David Sainsbury (former Minister of Traaeas asked ‘[w]hy the [TRIPS]
agreement was negotiated without reference to tbddMealth Organization’, he
responded that ‘the [WHO] has observer status e &IPS Council, which administers
the [TRIPS] agreement and plays an active rolasaugsions on the application of the
agreement to medicine$? Given the limited level of engagement permitted\iérO
‘observers’ (as discussed in Chapter 4) and WH®sah absence during the Uruguay
Round negotiation& Lord Sainsbury’s response does not appear to sslarkether the

WHO held any true role in relation to the TRIPSesgnent. Instead, he only points to

the physical presence of the WHO in current negotia.

Initial ‘denial’ has been a major hurdle for theagnition of AEM norms by the
EC. Because the U.K. is subsumed within EC grdaums also played a role in tacitly
denying AEM norms on the trade front. An analygislomestic U.K. politics, however,
shows that the government was not in oppositicheégromotion of intellectual property
rights at the international level and actually wextko support it — along with its EC
counterparts. Yet, public mobilization against 8with African lawsuit through shaming
and moral-consciousness raising were a key tunpamgt in changing the EC’s hard-line
position against AEM norms and forcing the U.Katwount for its inconsistent stance on

the issue.

8% ibid.
"®ibid
"83F Abbott and J Reichman, 'The Doha Round's Pidsiith Legacy: Strategies for the Production and

Diffusion of Patented Medicines Under the Amend&IFS Provisions' (2007) 10 (4) J Intl Economic L
921987, p. 967.
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Phase Il. EC and U.K. Tactical Concessions

WTO Doha Round and the Doha Declaration on TRIPS and Public Health

In the subsequent round of international trade tiayons (i.e. the Doha Round),
however, some developed countries found that it'm@tsalways able to count on its
Uruguay Round partner for unwavering support inWiEO and WHO negotiation$®*
The European Commission was faced with increaseskspre from a coalition of
international NGOs (INGOSs) prior to the Doha Rouall it responded by holding
‘several meetings ... to which position papers weepared and circulated by the
Commission and interested group¥. This was a critical move by the INGOs to
influence the EU’s position in the lead up to thpecial’ WTO session requested by the
African delegation. The European Commission preghar paper for submission that
‘noted with some sympathy the bases for concemsddveloping Members had
expressed regarding interpretation of provisionsampulsory licensing’, although other
aspects of the Commission’s stance on intellegit@derty still took a ‘fairly hard line
industry-oriented perspectiv&® Yet, when it came time to submit the European
Commission paper at a TRIPS Council Meeting in 2004 Commission had prepared a
report that reflected a position more aligned waithardline stance on TRIPS and AEM.
This was seen as a significant ‘departure from rliexattempts to occupy a middle

ground’”®” An excuse to withdraw the paper, however, was snlycoresented to the

84 Abbott, ‘The Doha Declaration on the TRIPS Agreenamd Public Health: Lighting a Dark Corner at
the WTO', p. 478.

"8 ibid, p. 478 and p. 480-481.
" ibid, p. 482.

87ibid, p. 486.
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WTO by the EC. Eventually, the remaining textsleed into what is now known as the

Doha Declaration on TRIPS and Public Health (descrin Chapter 4) in 2001.

UK Department for International Development (DFID) Meetings on Access
to Medicines and Intellectual Property Rights

Shortly before the Doha Declaration was adoptetdeatVTO in late 2001, the then U.K.
Prime Minister Tony Blair decided to ask the Seamgbf State for International
Development Clare Short to establish ‘a small héyel working group ... to find ways
of improving access to medicines in developing ¢oes’.”®® This working group was
comprised of representatives from the pharmacedutidastry, IGOs (i.e. WHO and
WTO IP division), and the European Commission (€. Trade and DG Development)
as well as ministers from other UK departments Department of Health, HM
Treasury, and Department of Trade and Industry). Bair launched his call for the
working group with a public statement that the Ugidvernment is ‘committed to
working together in partnership to improve accessiédicines to help meet health
targets’ and that the working group would workfagilitate international discussions and

actions around this vital international public hieagenda’®

The working group, on recognizing that ‘[tlhe premedicines is one of the key

obstacles keeping people from the drugs they néssdied a main recommendation for

88 UK Government, 'Prime Minister's Statement on Ax® Medicines' (2001)
<http://www.dfid.gov.uk/Documents/publications/assmedicines-report281102.pdf>

89 C Short, 'Report to the Prime Minister. UK WorkiBgoup on Increasing Access to Essential Medicines
in the Developing World. Policy Recommendationd Strategy. ' (2002) Secretary of State for
International Development <http://www.dfid.gov.uld@uments/publications/accessmedicines-
report281102.pdf > (28 Nov 2002)
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the establishment of ‘an international frameworKof] differential pricing as the
operational norm’. Though the working group redags that this approach ‘alone
would not be a panacea’, their recommendationsstop of touching upon the
controversial issues of compulsory licensing an@lpe importation that would be raised
during the Doha Round. The U.K.'s promotion afifferential pricing system was
consistent with the European Commission’s move tdev¢éhe idea of a ‘global tiered
pricing system for pharmaceuticals’, which was jasgd by the EC as an alternative
‘middle ground’ option to the individual proposalst forth by the U.S. and developing
countries at the WTO Doha Ministerial. The working group also saw the ‘urgent need
for stepped up investments in new and improvednelcigies to address diseases of the
poor’ and believed that ‘[c]reative public investm@olicies can help resolve market
failure and re-shape incentives for industry’, sastthe U.K.’s policy of corporate tax
relief’®* for the research and development on HIV/AIDS, Tl enalaria medicines and

the Vaccines Research Relléf.

At about the same time, UK Government launchedhdapendent Commission
on Intellectual Property Rights based on a propiveal DFID’s White Paper —
‘Eliminating World Poverty: Making Globalisation Wofor the Poor’. The Commission
consisted of a panel of ‘international expertsiateflectual property rights] and it was
charged with ‘look[ing] at the ways that intelleatyproperty rules need to develop in the

future in order to take greater account of theredts of developing countries and poor

903 Muralidharan, ‘A Compromise Deal.' (2001) 18) @¢bntline
"1 3hort.

92 DFID, ' Increasing Access to Medicines in the 8leping World: UK Government Policy and Plans'
(2004) <http://www.dfid.gov.uk/Documents/publicat@daccessmedicines.pdf> p. 17
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people’’®®* The Commission reported to DFID on the completibits study in late
2002, and the UK government responded to the Cosiom's report through a joint
comment from Clare Short and the Secretary for @ Industry (Patricia Hewitt).
While the UK Government ‘did not endorse the etyicd the Commission’s report or its
recommendations’, it ‘broadly considered that #ygort had raised important issues that
the international community should continue to deb2* For example, in response to
the Commission’s recommendation that ‘[d]evelopogntries should establish
workable laws and procedures to give effect to agdsgy licensing ...", the UK
government responded that it:
[A]grees that legislation and procedures shoulédiablished by developing
countries to allow the effective use of compulsagnsing and government use,
as provided for in TRIPS and in line with the Ddbeclaration. ... The
Government considers that the principal purpogbisfrecommendation is to
bolster the ability of developing countries to nigge effectively with potential
providers of patented medicines. But the actualafissompulsory licensing
should be sparing and should follow the rules seiroArticle 31 of TRIPS>®
The comment illustrates the UK’s cautious acknogtdent and growing acceptance of
TRIPS flexibilities for use by developing countrieBecause the Doha Declaration was
passed in late November 2001, the UK found itseiihdp engaged through subsequent
discourse with the public to align with the growiacceptance of the Declaration’s
provisions — such as compulsory licensing. Amthrggrecommendations from the report

accepted by the UK government, ‘a number’ foundrtivay into DFID’s subsequent

Intellectual Property Rights strate§y. It is interesting to note that, despite the thet

"*DFID, 'Eliminating World Poverty: Making Globalisan Work for the Poor' (2000)
<http://lwww.dfid.gov.uk/Documents/publications/wdiaper2000.pdf >

"9 UK Government, 'The UK Government Response tdRegort of the Commission on Intellectual
Property Rights “Integrating Intellectual Properights and Development Policy' (2003)
<http://www.iprcommission.org/papers/text/govt_resge/govt_response.htm>

9% ipid.
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intellectual property rights primarily lie withimé domain of the Department of Trade
and Investment, as well as the Patent Office, str@tegy highlight[ed] a specific role for
DFID ... in the areas of technical assistance rekespecific to developing countries”
The UK’s international development agency was tgldrunique approach that is
unmatched by its developed country peers — notalelyJS. (DFID’s role in IP technical

assistance is discussed further later in this@egti

WTO'’s ‘Paragraph 6’ Waiver Decision — A temporary compromise

Following the passage of the Doha Declaration@Wi O, discussion amongst member
states turned to the unresolved problem of devetppountries without production capacity
and their inability to exercise the TRIPS flexityilof compulsory licensing due to this
limitation. There were concerns that the TRIPS/gion requiring that compulsory
licensing be used strictly for the domestic maxketld prohibit developing countries
without production capacity from importing genericsm other production-capable
countries. Hence, Paragraph 6 of the Doha Dearan the TRIPS Agreement and
Public Health called upon the ‘Council for TRIPSfitad an expeditious solution to this
problem and to report to the General Council befoeeend of 2002*?® To address this
issue, the EC tabled two potential solutions aMiEO: (1) ‘an amendment to Article
31(f) of the TRIPS Agreement that would create xareption to the requirement that a
compulsory licence is predominantly for the donestarket’ and (2) ‘the option of

allowing production for export as a limited exceptiunder Article 30”*° However,

"“*DFID, 'DFID Access to Essential Medicines PolicyS&rategy ' (2004)
<http://webarchive.nationalarchives.gov.uk/+/httgww.dfid.gov.uk/aboutdfid/organisation/accessmedic
nes.asp>

Tibid.

"8 Declaration on the TRIPS Agreement and Public tHga4 November 2001) WT/MIN(01)/DEC/2
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both EC proposals exercised caution in the adjustmoethe original TRIPS agreement
as they were ‘subject to conditions with regareltgible countries and scope of

diseases®®

Due to a lack of consensus between the countrypgtdbe Chairman of the
TRIPS Council took forward the task of developingoapromise text (known as the
‘Perez Motta text’) for consideration by the WTOmimer states. The text permits
‘countries to export patented medicines to [devielpgountries without manufacturing
capacity], by making use of compulsory licencest &so includes certain measures that
are intended to appease the developed coufitfiefor example, the text includes
‘substantial safeguards’ to prevent the trade dieerof goods, whereby ‘the system ...
provide[s] cheap medicines to the poor peopletmeoteate parallel market§®> The EC
also requested that the text include a provisian tise be ‘subject[ed] to the principle of
proportionality’ whereby its use ‘must be reasoeradotd proportional to the
administrative capacities of the country concerrf@d’ Following these additions, the EC
accepted to the text in December 2002 and praisesd‘provid[ing] for a fair, balanced
and flexible framework that can be effectively implented in view of providing low

priced medicines to countries in need’ and ‘counfjtitg] a key element in the fight

"9 E 't Hoen (ed)TRIPS, Pharmaceutical Patents and Access to Esséidicines: Seattle, Doha and
Beyond(Economics of AIDS and Access to HIV Care in Depéhg Countries: Issues and Challenges
ANRS Editions France 2003), p. 58.

8004t Hoen, p. 58.

81 European Commission, 'Access to Essential MediciBackground Info on the TRIPS Health Deal.'
(2003) <http://ec.europa.eu/trade/issues/globalétiee/bginfo_en.htm >

802 jhid.

893 jbid.
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against communicable diseasé&%’. The EC followed this with the following statement
to publicise its support of AEM:
The EU has been one of the driving forces behiedMTO debate on TRIPS and
Public Health, and has sought throughout to fimdmpromise solution to this
difficult question. The EU will continue its work make sure that the deal is
effectively implemented in a full and timely fashim order to make it work to
the benefit of those who need access to affordirbigs *°°
The Chairman of TRIPS Council worked to resolvedtiferences between countries by
holding talks between the two sides and moving ttemards a compromi$8® The text
was adopted at last on 30 August 2003 by the WTE&seral Council and became
known as the ‘Decision on the Implementation ofalgeaiph 6 of the Declaration of the
TRIPS Agreement and Public Healffi". This decision, however, only ‘takes the [legal]
form of a provisional “waiver” until a formal amdment to TRIPS Article 31 is
reached® Discussions between countries over the transfiiomaf the waiver into an
amendment, however, were problematic. An agreefoetihhe amendment of TRIPS
Art. 31 was eventually reached in December 2805t it requires ratification by two-

thirds under WTO rules. A deadline for its ratifiion was set for Dec 2007, but then

later re-extended until Dec 2012. The U.K. hasediits support for an amendméttt.

EU Regional Free Trade Agreements (FTAs) and TRIPS-Plus Provisions

8% ibid.
8%ibid.
8%ibid.
807 See also Chapter 4 (section on the WTO).

898 European Commission, 'Access to Essential MediciBackground Info on the TRIPS Health Deal’
(2003) <http://ec.europa.eu/trade/issues/globalémiea/bginfo_en.htm>

809 Amendment of the TRIPS Agreement (6 December 200B)L/641

89 DFID, 'DFID Access to Essential Medicines PolicyS&rategy ', p. 27.
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In the years following the TRIPS agreement, bilgtand regional free trade agreements
(FTAs) have arisen as a new problem for AEM. Depetbcountries found that they
could use FTAs to incorporate trade measures lilegt¢ould not achieve in the WTO
negotiations, such as stronger patent protectiodther related provisions. The EU
has not been as active in its pursuit of more gt intellectual property (IP) standards
through FTAs and has generally applied the rulessieby TRIPS. However, recent EU
trade policies indicate growing alignment with ea@rttrade practicesin its regional

trade negotiations with the Caribbean Forum of s, Caribbean and Pacific States
(CARIFORUM), the EU incorporated ‘TRIPS-Plus’ megesi(i.e. standards that go
beyond TRIPS requirementshd this has raised concerns for the potential EAsFwith
the African region, Caribbean and Pacific (ACP)woagthe Andean region, Central

American region, and the Association of SoutheasarNations (ASEANJ*

Such measures, however, are inconsistent with @ie growing practice of
referring to ‘access to medicines’ as well as pubéalth needs and implications in WTO
talks®'? The EC has sometimes tried to appear to takeealfrpath while attempting to
shift the blame for failed multilateral compromisgson other actors. For example, in
recounting its negotiating strategy for the WTO Hdtong ministerial session, the EC
stated:

It was agreed in Doha that WTO members would retie€lT RIPS Agreement, to

ensure that WTO rules on intellectual property wlaubt impede access to

affordable medicines. The end-2002 deadline foe@igg on the outline of an

amendment was missed, due to opposition by the &l&de, and in spite of a
proposal on how this could be achieved, tabledchbyAtfrica Group. ... The

811MS Cruz, 'Intellectual Property Provisions in Eugap Union Trade Agreements' (2007) Issue Paper No.
20 ICTSD Intellectual Property and Sustainable Dgwment Series

824D Banta, 'Worldwide Interest in Global Access tu@s ' (2001) 285 The Journal of the American
Medical Association 2844, p. 2845.
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promise to solve this problem was a key factorearspading developing countries
to agree to a new Round. Now it is just anothekén promisé>>

Though the EC may have tried to work with the oth&rO countries to reach a mutually
acceptable consensus on the TRIPS amendment, hdatmf TRIPS-Plus measures
outside of the WTO does not indicate a true contmrAEM and public health needs.
Hence, the EC’s compromises made within the WT@Qrfo(such as the amendment to
TRIPS) could be a tactical concession to push tieeroobjectives within the WTO, such
as another round of trade talks. The inconsistamtiye EC’s behaviour on AEM
recognition is apparent in its parallel pursuilf&IPS-Plus measures outside of the
WTO. To deal with this issue, the WHO and varibiidOs have played a watchdog role
in monitoring TRIPS-Plus activities and trying teljr developing countries understand
the possible implications of FTAs on AEM througle throvision of technical assistance
(e.g. country advising and regional workshops otPERPlus) and knowledge sharing
(e.g. reports). Such efforts have helped to presseveloped countries, such as the EC,
to modify their TRIPS-Plus provisions. To somergegit could be argued that the
efforts of the WHO and NGOs may also help to didsudeveloped countries from
including TRIPS-plus provisions in the future. @&growing number of bilateral and
regional FTAs are modified due to public disapptptras could help acculturate the

developed countries from pursuing further TRIPSspheasures in future FTAs.

As public and developing country sentiments turagainst the WTO trade talks
in the Doha Round, the EC found itself forced teeghn to the tactical concessions of
supporting the Doha Declaration on TRIPS and Puiidialth and the Paragraph 6

Waiver in order to move the trade talks forwardet,Xhe EC’s inconsistency on

813 European CommissioftV84 — European Commission’s Negotiating Strategytfe WTO Hong Kong
(2006)
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supporting AEM norms is apparent in its use of EXAE with developing countries as a
means to pursue TRIPS-Plus provisions. The UKherother hand, tried to address the
problem of acknowledging some, but not all, AEMmer The government established a
high-level working group to explore and recommerslation to its internal dilemma.

A tactical concession is made by the governmephtiorse the concept of differential
pricing (also supported by the EC), but the passdgige Doha Declaration forces the
U.K. to move beyond this small step and embracédtbader set of AEM norms, namely

the use of TRIPS flexibilities.

Phase Ill and IV. EC and U.K. Prescriptive Behavio ur and
Habitualization

As the EC became increasingly socialized into amncgphe criticality of AEM norms, it
began to adopt a new set of legislative and patiegsures to support the implementation
of AEM by its member states. The EC’s move towgmescriptive behaviour is apparent
in the example measures discussed in this seclibe.U.K., in particular, has
increasingly been recognized for its progressivaektic measures to implement AEM
norms in its health and development activitieskelother countries, the implementation
of AEM has been imperfect at times but the U.K. hasome more consistent and

committed in its approach to AEM.

The EC’s Passage of a Regulation Allowing Compulsory Licensing for
Export

An indication of a more formal commitment by ther&uean Union towards AEM is

exhibited by its passage of Regulation (EC) No 8266 of the European Parliament and



224

of the Council on 17 May 2008? This regulatiorestablishes a system within the EU
that grants compulsory licences to European conegantending to export
‘pharmaceutical products’ to developing countriéhaut production capaci§’® It has
been observed by former MSF activist, Ellen tHaat the European Parliament’s
‘approach ... is consistent with the position of WelO in the TRIPS Councif!®
Notably, the regulation ‘does not impose any restms with regard to the
pharmaceutical products and illnesses coveredchwwas a requirement that the
developing countries had championed during thedPapa 6 discussiorfs’ On its role

in the EC’s passage of the regulation, the UK legsnted that it worked closely with the
EC to ensure that ‘discussions on substantive sssfi¢he compulsory licensing decision
were ‘not reopened’ by other EU members and thattttality of the [decision’s]
package [was] preservetf® The U.K. has also gone on to amend its natioagm
legislation in accordance with the EC’s regulatiopermit compulsory licensing for the
export of medicine&™® This prescriptive move by the EU allows it tonjaieveral other
countries (i.e. Canada, Norway, and India), whialiehchanged their laws to support

compulsory licensing for expott®

814 Commission Regulation 816/2006, Compulsory Licegsif Patents relating to the Manufacture of
Pharmaceutical Products for Export to Countries Witiblic Health Problems, OJ (L 157) 1-7

815 Europa, 'Compulsory licensing system for the potidn and export of generic medicinal products to
developing countries' (2007)
<http://europa.eu/legislation_summaries/developrsentoral_development_policies/I21172_en.htm>
8%t Hoen (ed), p. 60.

87 Europa.

88 DFID, ' Increasing Access to Medicines in the Deping World: UK Government Policy and Plans' .
89 ibid.

820\WTO, 'Compulsory Licensing of Pharmaceuticals aRiPS'
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The EU’s Adoption of the Programme for Action to Confront HIV/AIDS, TB,
and Malaria

In 2005, the EU adopted a health and developmésatierepolicy framework known as
the Programme for Action (PfA) to Confront HIV/AID$B, and Malaria Through
External Action (2007-2011) to guide the Europeam@unity’s approach to address
the three specified diseases in developing cowftite One of the PfA’s main objectives
is to scale up effective interventions to meettteatment needs of these countries. To
achieve this objective, the PfA calls upon the BUrtdries to take the following actions:
(1) ‘aim for a contribution that helps to fill tHimancing gap for the three diseases’, (2)
‘provide further technical support to improve caieg’ capacities to develop
pharmaceutical policy’, (3) ‘encourage WHO to idBnkey issues that pharmaceutical
policy needs to address’, and (4) ‘support coustinedeveloping sound and efficient
procurement policies and practices for pharmacaypioducts ... [including] anti-
retrovirals'®#? In addition, the PfA’s endorsement of affordap@rmaceutical products
requires the EC to: promote the registration ofide selection’ of products under
Regulation (EC) No 816/2006 by European businesseRrse the transparency of
product prices and publish the information to fitaié price comparisons, ‘uphold’ the
Doha Declaration’s principles as well as the WTA&gyust 2003 Decision, and ‘actively
participate in negotiations to change the Augu$t32Decision into a formal

amendment®?3

821 Europa, 'Programme for Action to Confront HIV/AlD8alaria and Tuberculosis (2007-2011)' (2005)
<http://europa.eu/legislation_summaries/developreentoral_development_policies/r12537_en.htm>

822 Eyropa, 'Communication from the Commission toGoencil and the European Parliament - A
European Programme for Action to Confront HIV/AIDalaria and Tuberculosis through External
Action (2007-2011)' (2005) <http://eur-
lex.europa.eu/smartapi/cgi/sga_doc?smartapi!calsypliod!DocNumber&lg=en&type_doc=COMfinal&a
n_doc=2005&nu_doc=179>

83 ibid.
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Prescriptive Behaviour in the U.K. Government’s Health and Development
Activities

Over the years, the U.K. government has recogndded as part of the right to health in
its efforts to ‘contai[n] and progressively elimifed’ critical diseases (such as
HIV/AIDS) that are affecting the developing worfd® The U.K. government’s activities
and policies in relation to AEM have featured proemitly in the following areas: (1) the
U.K.’s G8 and EU presidency in 2005, (2) the workhe U.K. Department for
International Development (DFID), and (3) the UKGlobal Health Strategy for 2008-

2013.

The U.K., in 2005, held the presidency for thead8 EU. This gave the U.K. the
opportunity to promote greater and more effectoreifyn aid for HIV/AIDS. Among the
G8 and EU, the U.K. rallied for the replenishmeithe Global Fund to Fight AIDS, TB
and Malaria and was able to get donors to commit Blion for 2006-07?°> The U .K.
doubled its own commitment to 200 million poundstfte same periotf° Also during
2005, the U.K. led a campaign among the G8 coumnétiehe Gleneagles Summit to
rapidly increase HIV treatment with the target ¢hiave ‘universal access by 2076".

To address the problem of aid effectiveness for/AIMS, the U.K. co-hosted a high-
level meeting (along with UNAIDS, the U.S., andrkaa) called “The Three Ones in

Action: Making the Money Work’, which called fordfcreation of the Global Task Team

824 UK Foreign and Commonwealth Office, 'Human Rightsual Report' (2007)
<http://lwww.fco.gov.uk/resources/en/pdf/human-righeport-2007> , p. 25.

822 DFID, 'EU confirms its leadership in the fight amgt major diseases' (2005)
<http://webarchive.nationalarchives.gov.uk/+/httgww.dfid.gov.uk/news/files/pressreleases/presigenc
global-fund.asp >

826 Stop AIDS Campaign, 'Universal access by 2010e-Ui Government's role in making it happen’
(2006) <www.aidsconsortium.org.uk/2010/2010docs/Balieybriefing06.pdf>

7 ibid.
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to improve coordination amongst international andtilateral donors (as discussed in

Chapter 6).

The work of the U.K.’s Department for Internatibdevelopment (DFID) has
also played a prominent role in the country’s restgn and commitment to AEM. The
importance of AEM norms is evident in DFID’s work the Secretary of State for
International Development has acknowledged thagtdwernment believes that treatment
for HIV/AIDS ‘needs to be available, accessible affdrdable worldwide®?® In follow-
up to the high-level working group on improving ess to medicines (mentioned earlier
in this section), DFID established an Access to ilads team to focus on this issue and
led a cross-governmental process to develop the'$Jpilicy and plans to increase
access to essential medicines in the developingtdes®?® This process involved
consultations with an array of relevant governndagartments (such as the Department
of Health, the Department of Trade and Industrg,Rlatent Office, and the Foreign and
Commonwealth Office) as well as various actors faartside the UK government
(including developing countries, international agies, pharmaceutical companies, and
NGOs). The process resulted in policy and plamsred on the government’s
development assistance programme, trade policyn@weutical engagement and best
practice guidelines, and research and developmeantives and partnership, and the

ways in which access to medicines could be betteressed or enhanc&y.

828 UK House of Commons, 'Observations by the SegrethState for International Development on the
Petition [19th January] from the Stop AIDS Campdigmbetter global provision of medicines against

AIDS, TB and malaria' (2006) Supplement to the HooECommons Votes and Proceedings (Session 2005
- 06) <http://www.publications.parliament.uk/pa/cmi/otesupp/60217vs01.htm> .

89 DFID, ' Increasing Access to Medicines in the Depig World: UK Government Policy and Plans', p.
18.

80ibid, p. 17.
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DFID has also been directly involved in health &nadle-related matters. In 2005,
DFID supported the WHO’s Commission on IntellectBebperty Rights, Innovation and
Public Health (CIPIH) through ‘the secondment ofoffitial to lead the secretariat of the
Commission®*! Also, in contrast to most other developed coestrihich provide IP-
related technical assistance solely through thetemnt office, the U.K. also involves its
international development agency (DFID). Intelledtproperty expert, Duncan
Matthews, has observed that such agency involvehentesulted in ‘IP-related
technical assistance activities [that] tend to lmeemevelopment orientedf?
Furthermore, based on DFID’s Access to Medicineat&gy, the U.K. has committed
government funding to the following initiatives:) @ resource book on IP strategies for
countries at different levels of development, @)ional dialogues for developing
countries on the formulation of IP legislation thagets their development aims, and (3)

‘research and capacity to overcome [TRIPS flexijikchallenges®*®

The involvement of DFID on the matter of AEM hag heen without
controversy within the UK. DFID’s efforts to takee lead on cross-governmental
policies and activities on AEM have sometimes dotdtl and overshadowed the U.K.
Department of Health’s intended role as the leatiethe country’s global health policies.
Watchdog groups have found that DFID’s HIV/AIDS grammes in developing
countries were ‘poorly organized’ and the departnitself has admitted to ‘lack of

support in dealing with complex technical isst€8’In 2002, Richard Horton (the editor

81 UK Parliament, ‘Intellectual Property Rights' (890
<http://www.publications.parliament.uk/pa/cm200506hansrd/vo051208/text/51208w16.htm>

832D Matthews and V Munoz-Tellez, 'Bilateral techmiassistance and TRIPS' (2006) 9 (6) Journal of
World Intellectual Property 629, p. 644.

83 DFID, ' Increasing Access to Medicines in the Depig World: UK Government Policy and Plans'
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of the influential medical journal, The Lancet)timized the DFID’s undue influence
upon the WHO both monetarily, as a major donor, @oltty-wise, through its WHO
strategy paper. Horton stated that DFID’s strategview of WHO wrongly ‘defines
WHO'’s work almost entirely within the context ofrhan development’ and that DFID’s
‘intention to improve co-ordination of UK governnigyolicy with WHO'’s work ...

[puts] pressure on WHO to follow [its] narrow agehtf> He also went on to criticize
DFID for not having consulted with the necessari.Uhealth officials in developing the
strategy paper and for lacking a broader view el WHO's role in global health. DFID
has responded to this criticism by stating thatetlveas a ‘misunderstanding of the
purpose’ of their report and that they vouch fa Bepartment of Health’s role as the
‘overall lead for UK relations with WHOG*® Hence, DFID explained that the report was

only covering ‘one aspect of the UK government’srall engagement with WHG*’

To overcome concerns of inconsistencies and awsfin the U.K.’s approach to
global health matters, the Department of Healthaled issued a comprehensive
government strategy (for 2008-2013) called ‘HetBlobal’ 2% Here, the U.K.’s
approach to global health is very clearly underpthby health as a human right as one of
its guiding principles, whereby a clear referereceade in ‘Health is Global’ to the
U.K.’s binding commitment to international humaghts law (e.g. UDHR and ICESCR).

Through this approach, the U.K. government seeksdate a ‘clear and unified voice’

84H Ashraf, 'Watchdog slams UK government’s AIDSipgl|(2004) 4 The Lancet Infectious Diseases
481, p. 481.

8°R Horton, ' WHO’s mandate: a damaging reinterpitas taking place' (2002) 360 The Lancet 960, p.
960.

83 C short and A Milburn, 'UK Government and WHO' §2) 360 (8343) The Lancet 1422., p. 1422.
87 ibid.

88D Primarolo, M Malloch-Brown and | Lewis, 'Healthglobal: a UK government strategy for 2008-
2013' (2008) 373 The Lancet 443.
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on global health-related issues to multilaterainages (such as the WHO and the WTO)
and to create greater coherence it its foreigrc@diin areas such as trade, development,

and health.

The EC and U.K.’s legislative and policy measutissussed here illustrate the
growing consistency in the recognition of AEM thgbuthe establishment of substantial,
formal commitments to AEM implementation. Thoubk tmplementation of these
measures may sometimes be less than ideal, theyaiac deliberate move towards
habitualizing the EC and UK’s attitudes towards ABMms. As the laws become more
fully utilized and the programmes mature, this Wwiglp indicate the extent to which the

UK government has become habitualized on AEM.

Conclusion

This chapter set out to study the process of natiprogression towards the
implementation of international standards on actesssential medicines (AEM)
through the a case study of the United Kingdomnaldtd sought to understand how the
international order influences this process and timinternational and national levels

interact with each other.

Through the spiral model, | was able to trace amdkustand the historical events
in a country on AEM. The EC exhibited a changittguae towards AEM as it
progressed through the phases of denial, tactocadessions, and prescriptive status.
Initially, there appeared to be a pattern of mimas the EC often followed the lead of
other developed countries on matters of intelldgiuaperty rights in the trade forum by

supporting the establishment of the TRIPS agreemar@hthen pursuing TRIPS-Plus
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provisions through bilateral and regional FTAs.t, ke EC eventually broke away on a
number of AEM-related issues (such as the Dohadbatobn and pricing matters) as it
was ‘socialized’ into giving AEM norms greater rgodtion. The phases of prescriptive
behaviour by the EU indicates that the EU (and b&ye taken a set of much more

progressive measures, both legislative and pdii@n other country governments.

The case study also revealed the limited contrattefnational institutions (i.e.
WHO and WTO) over the countries, as its guidanceateen be either ignored or
circumvented. Even the powers of the WTO’s DSBld¢de avoided by some, if it was
able to persuade or intimidate the other partesoive the dispute privately. Instead, the
main drivers of state change appeared to be dorreaddi international NGOs’ use of
shaming, argumentation, and persuasibhrough the use of such moral dialogue, the
NGOs were able to entrap and persuade governnehehtive in accordance with its

public statements and conform to international dadhs.

Though the international institutions have beenevtmsitant to apply
‘socialization’ processes (such as the use of coettrough penalties or openly engage
in shaming and argumentation) to influence develammintries, this does not suggest
that international institutions had no role in th@socesses. There are instances of
shaming or persuasion partnerships or networksd®twhe institutions and NGOs that
were effective in bringing country offences to ligliror example, this can be seen in the
EC’s adoption of Regulation (EC) No 816/2006, whittsely follows the WHO'’s
advocated position on compulsory licensing for ekpe indicated during the WTO
TRIPS Council. As for the UK’s move towards acasptAEM in a ‘habitualized’

manner, the future remains uncertain. The UK hadava deliberate move towards more
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fully recognizing and implementing AEM norms — frat® initially inconsistent stance to
its currently progressive approach amongst theldped countries. The outlook on the
UK'’s implementation of AEM norms appears promisibgt whether the momentum of
the UK’s progressive approach to AEM can be manatdiis subject to political
considerations within the greater EC body and foelrconsiderations in terms of foreign

assistance.
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Chapter 6: EMERGING CHANGES IN THE
GOVERNANCE OF ACCESS TO ESSENTIAL
MEDICINES

Introduction

The issue of AEM does not exist in a static wotlid recent years, the institutions and
states alike have come to recognize the problemsrdfict and disorganization that
are obstructing governance in this area. AEM,issudsed in the previous chapters,
is an issue area that sits at the intersectioewdral different institutional realms —
health, trade and development. There presentig dear governance structure or
hierarchy of rules to deal with the institution&kedaps and disconnects mentioned
earlier. At the intersection between trade andthgtere is a strong tension between
the right to health and the present legal systanmfernational intellectual property
rights. The intersection between health and deveéoy presents a very different type
of problem. While health and development effoets be mutually reinforcing, this
has not been the case for many initiatives dueisaligned priorities, a lack of
coordination, and the competition for resourcesaddition, the basis of access to
essential medicines on the right to health camaiido summon the institutional
support of the broader human rights regime, nanmaypowers of the UN Committee
on Economic Social and Cultural Rights (CESCR).sThiuis important to consider
the role that the CESCR UN could play a role inpggupng the governance of AEM

and urging developed countries to meet their IAGgakions.

Following from the earlier discussions about theent state of governance
and implementation, this chapter considers thrgeagehes that have emerged in

recent years to address the weaknesses and inemegs of IAC for AEM amongst
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the key international institutions. The first tapproaches deal with the institutional
tensions that exist for AEM in terms of its intelieal property and health financing
dimensions. On the intellectual property dimen©ibAEM, the approach involved
the formulation of a ‘Global Strategy and Plan @fidn’ through an ad hoc structure
known as the Intergovernmental Working Group onlieibealth, Innovation and
Intellectual Property at WHO. The second approattich addresses the HIV/AIDS
health financing and technical assistance dimensgieolved the establishment of a
UNAIDS-led ‘Global Task Team on improving AIDS coaration among
multilateral institutions and international donoasid the creation of several
governance mechanisms. After evaluating theseathiooc structures, the chapter
turns its attention to the role of the UN’s Comestion Economic, Social and

Cultural Rights and considers how it could bettitrass the issue of IAC for AEM.

WHQO's Intergovernmental Working Group on Public Hea  Ith,
Innovation and Intellectual Property (IGWG)

Recent activity at the WHO may indicate a significehange from the institution’s
past approach to the issue of access to meditihddost notably, the WHO recently
served as the forum for a series of formal negotiaton intellectual property and
innovation with regard to medicines by WHO memlates. These negotiations
were conducted through a series of meetings kn@thelntergovernmental
Working Group on Public Health, Innovation and lieetual Property, which has

been abbreviated as the ‘IGWG’ by participants.

89 The WHO, as detailed in the earlier chapters naisily taken a territorially ‘safe’ and, typically,
non-controversial approach towards the issue adsscto medicines — especially in relation to
international trade and intellectual property.eBllt Hoen, a former Access to Medicines advoctte a
MSF, observes that the ‘WHO ... has tended to focudadty goals” such as the “3 by 5” initiative ...
but not how to get there’. See "WHO Board Wredtléth IP And Public Health Report, R&D
Proposal Intellectual Property WatckOnline 27 January 2006).
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The Origins of the IGWG

The IGWG originated from a chain of key events &dd@/ The first event was the
report of the WHO Commission on Intellectual Propé&tights and Public Health
(CIPIH), which was released in April 2006. Theodvas developed by a WHO
assembled team of independent experts who weredagith developing a set of
recommendations to help improve the innovationaswgssibility of medicines
needed in developing countries based upon avai@ttence and different
stakeholder perspectiv&® Concerns about the report’s findings about thegme
lack of innovation and the impact of patent pratetbn AEM by developing
countries and public health activists led to thegimg of two existing global
movements. One movement had been focused on daeforegreater research and
development (R&D) into medicines that targeted eefgld diseases, such as tropical
diseases, which predominantly affect the developiogd. The other movement was
concerned with the impact of intellectual propergits (IPRs) on access to existing
medicines. These two movements, known respectagtye ‘innovation’ and
‘access’ movements, joined forces to push for aéajlstrategy or framework to

address the issue of medicines for developing cimsif*

Kenya and Brazil championed this approach anddioiced a WHA resolution

proposal for a global framework for research ancettment at the WHE? The

80\WHO, 'Frequently Asked Questions' WHO Commissinnraellectual Property Rights, Innovation
and Public Health
<http://www.who.int/intellectualproperty/documenk&report/questions/en/index.html> (10 July
2009); WHA 56.27

841 M Khor, 'WHA establishes working group on IPRs dmealth R&D'TWN Info Service on WTO and
Trade Issue$Geneva 29 May 2006).
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idea stalled due to European Commission oppositiohthe WHO member states
settled on a revised resolution (WHA 59.24). The AMResolution 59.24 essentially
gave WHO the mandate to establish the IGWG andlde\e'global strategy and
plan of action’ on public health, innovation, anteilectual property for
consideration at the 8World Health Assembly scheduled for May 2068The
Global Strategy and Plan of Action was to be ‘apfa, inter alia, securing an
enhanced and sustainable basis for needs-driveentes health research and
development relevant to diseases that dispropatiaiy affect developing countries
...".%* In addition to the ‘innovation’ concerns, it addsed key ‘access’ issues. For
example, WHA 59.24 ‘not[ed] that the [Doha Declama} confirms that the
Agreement does not and should not prevent Membens taking measures to protect
public health®* It also mentioned that ‘[the Declaration] affirthet the Agreement
can and should be interpreted and implementednaraner supportive of the rights of
WTO Members to protect public health and, in patic, to promote access to
medicines for all?*®

The member state call for WHO to become involvethaarea of intellectual
property, however, has not been without controvefay example, it has been
observed that ‘'some delegations felt that the mamagt of intellectual property did

not fall within WHO's remit’®"’ The disagreement over WHO's involvement in

842\WHO Board Wrestles With IP And Public Health Rep&&D Proposal ' .
83 \WHA 59.24

84 ibid.

85 ibid.

848 ibid.
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trade-related matters was also voiced by certanemgonent s with regard to WHA
Resolution 59.26, which mandated the WHO to workssnes of international trade
and health. This particular resolution so pertdrbee country delegation that it
caused them to walk out during the voting prochegjever, the resolution still
passed under the WHA'’s consensus procedure. ey, WHO’s involvement in
intellectual property related matters has beerifigdtby the ‘innovation and access’
movement as necessary because it was widely fe@lhgMHO member states that
‘the intellectual property system was poorly unttewd in some parts of the world ...
[and that] collaboration between health, trade iatellectual property officials ...

would help to promote a better understanding dfitslications for health®*®

The IGWG Process

The IGWG process entailed three ses$iti{sccurring from 2006 through mid-
2008), which focused on negotiation of two majenis: the global strategy and the
plan of action. The global strategy involved eighihcipal elements, which were
prepared by the WHO after deliberations at the B8VG session (held in December
2006) and during a set of regional consultatioasliley up to the second IGWG

session (held in November 2007). These eight pahelements included:

87WHO Regional Office for Europe, '‘Background Docuti®r the Intergovernmental Working
Group on Public Health, Innovation and IntellectBabperty’ (2007)
<http://www.euro.who.int/document/pha/igwg_backgrdypdf> , p. 7. (The U.S. has commented that
the WHO was trying ‘to go beyond its technical exise’. TIS Gerhardsen, 'US Advises Developing
Country FTA Partners Not To Follow WHO IP Plamtellectual Property WatcfOnline 11 December
2006).)

848 \WHO Regional Office for Europe, p. 7.

849 The first session of the Intergovernmental Work@mup on Public Health, Innovation and
Intellectual Property was held from 4 to 8 Decen@06; the second session 5 to 10 November 2007;
and the third session from 28 April to 3 May 200Be third session of the IGWG, which was a week-
long meeting before the May 2008 World Health Asskis often referred to as the"2esumed
session’ of the IGWG (as negotiations were lefomplete during the initial second session of the
IGWG in November of 2007). The WHO Secretariat aledertook a series of intersession regional
consultations with WHO Member States.
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prioritizing research and development needs; prorgaesearch and development;
transfer of technology; building innovative capgcihanagement of intellectual
property; improving delivery and access; ensurimgjanable financing mechanisms;
establishing monitoring and reporting systems. Jtnategic elements, as exhibited
by these topics, covered a broad range of isslggdeto the ‘innovation and access’
agenda. Hence, as a WHO country delegate hasvels¢ine IGWG was ‘not mainly
about [intellectual property], but also about [Ifeetual property]®*° The WHO's

task of assembling the various elements for thbajlstrategy was not easy. It has
been observed that the ‘submissions to the ...ut@ti®n may be roughly divided

into two groups: [those who propose finding th&ugon to the issue within the
current intellectual property system, and those what an alternative systefft™

This resulted in multiple ‘regionally-basé&df versions of the draft global strategy
text that had to be resolved into a single docurdarihg the negotiations. The plan
of action, on the other hand, addressed the pedetgpects of the strategy (i.e.
specific actions, stakeholders, time frames, aondness indicators pertaining to each

of the eight elements).

80 G silberschmidt, 'Public Health, Innovation anteliectual Property Global strategy and Plan of
Action (Presentation)' (2008) Vice-Director, Swisderal Office of Public Health
<www.cgdev.org/doc/ghprn/IGWG%20Process%20PATH.gf8>Nov 2008).

81T| Gerhardsen, 'Consultation On WHO IP Group ShBwisrised Debate; Challenge For Group'
Intellectual Property WatcfOnline 16 November 2006)

82t was agreed that the WHO regions would orgamizeries of consultation meetings with the
Member States to provide further input to the glabeategy and the plan of action. Meanwhile, the
WHO Secretariat would work on a revised paper ipotating the additional inputs from the Member
States, and that would be finalized in July 2007 Tevised document could then be discussed by the
regional committees before the second IGWG medtiddpvember 2007." WHO Europ®leeting on
Public Health, Innovation and Intellectual Propertynput to the Global Debate from the Newly
Independent States (repofVHO Regional Office for Europe, Health Technolagnd

Pharmaceuticals Programme 2007), p. 1.
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Within the WHO, the WHO Director General (DG) Drakgaret Chan
quickly responded to the WHA Resolution 59.24’sues} ‘to convene immediately
the intergovernmental working group and to allocatenecessary resources to it’. A
Secretariat for Public Health, Innovation and lietetiual Property was established to
support the work of the IGWGI'he WHQO'’s Secretariat was rather understaffed to
support the IGWG’s requirements and, thus, heanlgross-departmental support.
This dependence on cross-developmental suppolie@noblematic as many other
WHO departments tend to be under similar staffimgstraints themselves. As a

result, some of the Secretariat’'s work was congchtd outside experts.

In addition to the Secretariat, the IGWG includedember state staffed
‘bureau’. This bureau consisted of a chairmanfardvice-chairmerf>® Also, in
accordance with the WHA 59.24 mandate, the IGWG twde supported by an
independent expert group. DG Chan had to asslmads representation within the
group and, thus, selected representatives: tweithals from the Drugs for
Neglected Diseases Initiative, two individuals fr@decins sans Frontieres, one
individual from the Biotechnology Industry Orgartipa, two individuals from the
OECD, one individual from the Bill & Melinda Gatésundation, one individual
from Sidley Austin LLP, and several experts frora tther intergovernmental
organizations (i.e. World Trade Organization, therl&/ Intellectual Property
Organization, and the Global Forum for Health Rest®&d>* The list of

aforementioned experts represents a roughly evdrbspveen those who represent

853 The bureau consisted of a Canadian, who was dlast¢éhe Chairman, and the following
representatives served as vice-chairmen: indivittoah Netherlands, individual from Libyan Arab
Jamahiriya, individual from Kenya, individual fro8ingapore, and individual from India. See WHO
Regional Office for Europe.

4 bid.
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developing country and developed country intere$tsese experts were permitted to
attend the IGWG sessions and ‘provide advice aperise, as necessary, upon
request of the Chairman, taking into account thegirte avoid conflicts of interest™
Other individuals who were permitted to attendtB&/G sessions included NGOs
with whom the WHO has established ‘official relausd (as described in Chapter 3).
These individuals are only permitted to attend‘dipen’ sessions, which do not
include the drafting sessions where ‘closed’ menskegtie negotiations are held, and

are not permitted to speak during the sessiortsein ‘'observer’ capacit§>°

The three week-long sessions of the IGWG revedledMHO'’s strengths and
weaknesses in its ability to lead and serve asuarf@n the matter of public health
and intellectual property. The first session & IBWG to develop the global
strategy and plan of action was considered, by mostunts, unsatisfactory to
member states and almost reduced to a diplomaticise due to the slow pace in
negotiations and various impas&&sWhile many of the problems in the first session

could be attributed to strategic political wrangliand an attempt to delay

85 \WHA 59.24, Paragraph 4(3).

86 with regard to the issue of NGO participation, &aa the U.S. and Kenya made ‘interventions’ at
the IGWG about the possibility of ‘fast-tracking@0s into official relations with the WHO, so that
they could attend the sessions. A fast-track adetézh process had been applied for an earlier
Intergovernmental Working Group session on Toba&gaotrol and essentially entailed the designation
of relations with the WHO ‘on an ad hoc basis’.eT®ecretariat responded that, according to official
WHO procedures, a member state would ‘need to thestopic] of NGO accreditation at the [WHO's
next] Executive Board meeting’. The fast-trackprgcess was ultimately approved and applied for a
number of NGOs before the second session was 8e@T Balasubramaniam, 'From Geneva: WHO
Executive Board discusses Public Health, Innovatonl Intellectual Property (IGWQ@pP-Health List
Website(26 Jan 2007).

87 According to the Brazilian delegation, ‘[the sesgidid not bring hono[ur] to the WHO or to us.
I’'m not here to accuse anyone. The December neeetds ridiculous’. Kenya was similarly
displeased with the first session’s progress arncdoote and ‘request[ed] [that] WHO ... expedite the
work of the Group’. The U.S. and E.U. similarlyied their frustrations with the progress of the
IGWG. See T Balasubramaniam, 'From Geneva: Cahaudted States, South Africa and Kenya raise
issue of fast-tracking NGO accreditatit-Health Online(8 Dec 2006).
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proceedings, the WHO was the subject of criticismits procedures in expert
selection and NGO participation. DG Chan affirmiealt the Secretariat would take
the Member State comments into consideration aledgped] support for the IGWG
... as [she] [saw] how important it is for [the membgtes]®*® In the period

leading up to the second session of the IGWG, th#OWwhade sure to address the
Member State concerns rai&&thand shouldered the responsibility of preparing the
draft texts for negotiations through a series gfaeal consultations and online
submissions. The second session of the IGWG atsmepded with a slow start and
the bureau decided to split the IGWG into two ma@fting groups (and a later sub-
group) in an attempt to accelerate the proceedi(fise two main drafting groups
addressed different aspects of the global straaegya third sub-group was formed to
work on the plan of action.) This arrangement @nésd a participatory disadvantage
for a number of developing countries, which willdiscussed at the conclusion of
this section. Due to the slow pace of the ongoiegptiations, the second session
was suspended after a week’s time and it was detedithat a third session (i.e. a
‘resumed second session’) would occur during tlimgf 2008. The third session
was timed to occur prior to the $World Health Assembly, so that the draft Global
Strategy and Plan of Action could be presentetiécassembly of WHO member
states for passage. The WHO’s IGWG eventually aated its deliberations on the
draft strategy and plan of action on 3 May 2008 sent the document to the WHA
for consideration. The assembly passed the doduase?WVHA Resolution 61.21,
which was titled ‘Global Strategy and Plan of Aation Public Health, Innovation

and Intellectual Property’.

858 Balasubramaniam, 'From Geneva: WHO Executive Bdaclisses Public Health, Innovation, and
Intellectual Property (IGWG)'

89 As mentioned earlier, the WHO modified its procesiufor expert selection and NGO participation.
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WHA Resolution 61.21 is widely considered by depatg countries and
public health advocates as a milestone for acoesgticines. In DG Chan’s closing
remarks at the 61WHA, she stated that with the WHA resolution oratiti
innovation ‘public health leaps ahead in addressiyfundamental and long-
standing needs: to improve access to existingvateions, and to include diseases of
the poor in the drive to develop new produéf§’ A lead negotiator for a developing
country delegation commented that the resolutios ‘e most important document
since the Doha Declaration on Public Heafffi'Various activist NGOs were
similarly pleased with the IGWG outcome and the W&i®le in the process.
According to the director of Knowledge Ecology imational (KEI), he stated that
the ‘WHO [had] taken a big step forward to chartgeway we think about
innovation and access to medicin&8’.While the passage of the WHA 61.21 was
highly significant in the sense that it was thstfirme the WHO was engaged as a
forum for extensive deliberations on intellectuadgerty and allowed the matter to be
addressed from a public health perspective, theepactical details of its
achievement for access to essential medicines nsmuaicertain (as explained in the

next section).

80W New, 'WHO Adopts ‘Most Important Document Sirdeha’ On IP And Public Health '
Intellectual Property WatckOnline 29 May 2008).

81 ipid.

862 jpid.
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The IGWG and Access to Essential Medicines

The IGWG process tackled an expansive agenda avation and intellectual
property in relation to public health. While it wiasgely framed as a strategy to
address the issue of the lack of innovation (esearch and development) for
diseases that disproportionately affect developmgntries, the IGWG was also
highly concerned with the issue of intellectualgedy rights and access to existing
essential medicines. This is evidenced by the |GG occupation with
deliberating upon TRIPS (in terms of TRIPS flexii®s and TRIPS-plus provisions
in FTAs), which was instigated by various develgpoountries. The ongoing
concerns about TRIPS in relation to AEMs are rédlé@cross Elements 4, 5 and 6 in
the Global Strategy and Plan of Actitfi. For example, the Global Strategy’s
Element 5 (i.e. on the application and managemieint&lectual property to
contribute to innovation and promote public headtingsses the need to:

... Strengthen capacity to manage and apply inteiégroperty in

developing countries, including, in particular, tee to the full of the

provisions in the TRIPS Agreement and instrumesileted to that agreement,

which provide flexibilities to take measures totea public health.
In particular, this element promotes the ‘adapf[iof] national legislation in order to
use to the full the flexibilities [in TRIPS] ...". I&ment 5 also addressed the TRIPS-
related issue of the WTO Doha Declaration ‘Paragrépsystem by encouraging
states to ‘tak[e] necessary measures in countiithsmanufacturing capacity to
facilitate through export, access to pharmaceugoaducts in countries with

insufficient or no manufacturing capacity in theaphaceutical sector ...". In

addition, it addressed the issue of ‘TRIPS-plusvisions by asking states to ‘take

83 WHO, 'Global strategy and plan of action on pubklth,
innovation and intellectual property (WHA 61.21008) World Health Organization
<http://apps.who.int/gb/ebwha/pdf_files/A61/A61_ Re&i.pdf> (24 May 2008), para. 35.
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into account ... the impact of public health whensidering adopting or
implementing more extensive intellectual properytection than is required by the
[TRIPS agreement] ...". Furthermore, Element 5 amdistates entering into new
trade agreements (e.qg. bilateral and regional Fi®\edmember to take TRIPS
flexibilities into account. In terms of dealingtivithe tensions between health and
intellectual property, the element ‘promote[s] [thetive and effective participation
of health representatives in intellectual propeehated negotiations’ to account for
health needs and asks states to ‘strengthen edn@atd training in the application

and management of intellectual property, from aipuiealth perspective’.

Element 6 (on Improving Delivery and Access) aletads a number of
supportive measures for AEM. For example, it esdercompetition to improve
[the] availability and affordability of health pradts consistent with public health
policies and needs’ and specifically mentions:

... support [for] the production and introductionganeric versions, in

particular of essential medicines, in developingraades, through the

development of national legislation and/or polidiegst encourage generic
production and entry, including a “regulatory extoeq’ or “Bolar’-type
provision, and which are consistent with the Agreatron Trade-Related

Aspects of Intellectual Property Rights and instents related to that

agreement
The element also mentions ‘the reduction or elitiamaof import tariffs’ on
medicines and endorses the consideration of diffeeoricing policies to promote

access to medicines in developing countries.

Another positive development for AEM through theNG pertained to the

‘transfer of technology’ under Element 4. The sf@n of technology was a provision
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that was put into TRIPS as ‘part of the bargaiwimch they have agreed to protect
intellectual property right$°* According to TRIPS Atrticle 66.2:
Developed country Members shall provide incentieesnterprises and
institutions in their territories for the purposegpoomoting and encouraging
technology transfer to least-developed country Memrsin order to enable them
to create a sound and viable technological B¥se.
From the developing country and WHO Secretariasppestives, technology transfer
is an issue that has received far too little atb@nd@nd insufficient follow through
under the WTO. Element 4 of the Global Strateggally addresses the issue of
technology transfer by ‘promoting transfer of teclogy and the production of health
products in developing countries’ through measaueh as: investment, capacity
building, technical support and identification @fsb practice&®® It also ‘support[s]
improved collaboration and coordination of techiggitransfer for health products’

(with acknowledgement of the measure required blPBERArt. 66.2) as well as the

exploration of potential ‘new mechanisms’ for tectuyy transfef®’

It is also interesting to note that, during the IGWeliberations, the human
right to health was raised as an overarching gslador the Global Strategy and Plan
of Action®®® As discussed earlier in this thesis, the rightealth provides a critical

basis of normative support for AEM. This suggestiooved to be contentious as one

84WTO, 'TRIPS Issues: Technology Transfer'.

85 Agreement on Trade-Related Aspects of Intelledtwaperty Rights (15 April 1994) LT/UR/A-
1C/IP/1, Art. 66.2.

88 \WHO, 'Global strategy and plan of action on pubkalth,

innovation and intellectual property (WHA 61.21para 34 (4.1).

87ibid, para.34 (4.2) and para. 34 (4.3).

88 This idea was raised by the Brazilian delegat®part of the ‘Rio text’ (one of the regional dsaft
prepared for the IGWG's"2session). The idea of applying ‘right to healdriguage was supported
by Egypt, Philippines, South Africa, and NorwayeeSNVNHO, 'Report of the Intergovernmental
Working Group on Public Health, Innovation and ligietual Property' (2008) World Health
Organization <http://apps.who.int/gb/ebwha/pdf sfi61/A61 9-en.pdf> (19 May 2008), para. 17.
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developed country did not want to be bound to hungdrts instruments (i.e.
ICESCR) that it has not ratified. The IGWG ultiggtreached a consensus on
applying ‘right to health’ language from the WHO ttution, but not the ICESCR.
Hence, the following statement was accepted asdanguprinciple: ‘[tjhe enjoyment
of the highest attainable standard of health isadribe fundamental rights of every
human being without distinction of race, religigolitical belief, economic or social
condition’®®® Another major point of contention was a suggeptintiple stating
that ‘the right to health takes precedence overmmemial interests®’® Some
developed countries objected to this language agdested an alternative statement
that ‘the interests of trade and health shoulddpeapriately balanced and
coordinated®”* Due to a prolonged stalemate on this issue, thO\V8ecretariat
provided a suggestion from WHA 52.19, which stéited ‘[p]ublic health interests

are paramount in pharmaceutical and health policiBsese alternative suggestions
were rejected by Kenya, which felt that they weret ‘saying the same thing’, and the
text was left in brackets (signalling a lack of sensus). Ultimately, in the final draft
text, there was a consensus to delete the suggasteiple altogether for the

purposes of moving the global strategy and plaactibn forward to the WHA for

considerations.

89WHO, 'Global strategy and plan of action on pubklth,
innovation and intellectual property (WHA 61.21para. 16.

80WHO, 'Report of the Intergovernmental Working Gsan Public Health, Innovation and
Intellectual Property' , para. 18.

81ibid, para. 18.
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IGWG’s Governance Implications

Beyond the potential impact that the Global Stratgd Plan of Action could have
on AEM, in relation to intellectual property andemational trade, the IGWG
process itself has triggered a few key governamgdications that deserve attention.
First, the IGWG process has significantly boosteel WWHO's stature on matters of
political and economic importance on the internadiaagenda. Traditionally, public
health has been considered a matter of ‘low pelifar which most countries devote
little attention and time. International trade,tbe other hand, is a matter of high
political importance. The linkage between heaittd ttade through the IGWG at
WHO has placed a spotlight on the institution, godstions have arisen as to
whether the WHO is prepared to assume the new megplities imparted upon it.
From the developed countries, there have beewisris that the WHO is moving
beyond its mandate and area of expertise. The al@wnel countries, on the other
hand, are generally enthusiastic about the WHOs node on matters of innovation
and intellectual property. The Brazilian delegatamgues that the WHO is not going
beyond its mandate; rather, WHO should do its owrkvbased on its ‘own mandate
from its own decision-making body’, with acces$emlth as the main objecti&
There have been concerns, however, about the WH®X&Irce capacity to
sufficiently address its new responsibilitié8.India believes that the WHO needs to
address this by building up its capacity to taket®mew role with increased support
from member states. From the WHO Secretariat petse, it appears that the
organization has been preparing itself for the n@e. During the IGWG

deliberations, an internal memo revealed that ti#ONeadership (from within the

872 Gerhardsen, 'US Advises Developing Country FTAras Not To Follow WHO IP Plan'.

873 As discussed earlier in this section, the Sedegtéor Public Health, Innovation and Intellectual
Property is staff constrained. In addition, the @/Budget places further constraints on its opeamatio
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Director-General’s office) was working on an ‘itstional response’ to the IGWG
recommendations and expectations. The memo shatethis response needed to
‘represent a vision of WHO leadership’ that woulela'ssure countries that WHO can
take the strategy forward’ and that it would ‘ent@athe work of WHO as a whole’
rather than specific parts of the organization. ¥isen plan was to be divided
according to elements of the Global Strategy. Wtiils sounds like a grand vision
for WHO, its plan for Element 5 (on IP managemsidjed that WHO could lead on
policy and technical guidance, monitoring and asialyand strategic country support
in training and enhancing capacity. Based on tbeudsion presented in Chapter 4
(on the role of WHO on trade matters), these fumstiappear quite similar to those
that are already being performed. It is possitde the nature of WHO'’s ‘guidance’
and ‘strategic support’ could be more far reachivan that already offered. DG
Chan has also indicated (at least organizationtif she is dedicating greater
attention to the Secretariat for Public Health owvattion and Intellectual Property by
moving the department into the Director-Generalfsc® (DGO) and, thus, elevating

its status’

Another interesting implication of the IGWG was #rmaphasis on
intergovernmental cooperation. While this is &t first time that institutional
cooperation has been brought up at the WHO (asisksd in Chapter 4), the

difference is that it is now accompanied by a detigplan of action which divides

8740n 20 Nov. 2007, DG Chan sent an internal annaurog to WHO staff reporting the following:

‘[i]n order to further strengthen the WHO secratbsupport to, and follow up from, the
Intergovernmental Working Group on Public Healtindvation and Intellectual Property, | have asked
... [the director and associate director of the@#pent of Technical Cooperation for Essential Brug
and Traditional Medicine] to join Dr Elil Renganathand his team. This new team for Public Health,
Innovation and Intellectual Property will reportttee Executive Director of the Office of the Direct
General'.
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specific tasks by stakeholders (including WHO antiQ). This attempt at a less
abstract notion of cooperation and collaboratiaoough a detailed workplan could
help lay the foundation for greater public heaétbagnition at WTO. It also helps to
establish a clearer division of labour betweenaifgmnizations that would help to

define the boundaries between mandates.

A final major implication of the IGWG is that theND has become part of a
growing trend in the establishment of lawmakingmegs dealing with intellectual
property right$’> From the start, the IGWG was seen as an opptythgisome
developing countries and activists to launch a gaskhe idea of an ‘R&D treaty’ (or
similar legal framework) that would inevitably death the issue of intellectual
property rights. Some developed countries werenadély against such an idea at
this stage, although tentative language aboutdit@ has been included in the Global
Strategy (i.e. it ‘encourage]s] further exploratdigcussions on the utility of possible
instruments or mechanisms for essential healthb@rdedical R&D, including inter
alia, an essential health and biomedical R&D trgaty According to a WHO
official, the countries are likely engaging in ‘ton shopping’ as they test the waters
of various institutions for the most hospitableiségtive arena to their agenda.
(Similar developments, although not related to thgagr se have been occurring in
parallel at the World Intellectual Property Orgaatian with the push by developing
countries for a ‘development agenda’.) Since trametion of the IGWG at WHO,

negotiations for a plurilateral treaty among selvkeg developed countries has

875 Helfer, 'Regime Shifting: The TRIPs Agreement &te Dynamics of International Intellectual
Property Lawmaking'.

87 WHO, 'Global strategy and plan of action on pubklth,
innovation and intellectual property (WHA 61.21)ara. 30(2.3)(c).
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appeared. This treaty, known as the Anti-Counitente Trade Agreement (ACTA),
assumes the form of what Daniel Drezner would a®rsa ‘club’ arrangement (as
discussed in Chapter 2). Under the ‘club’ arrangempowerful ‘likeminded’
countries can form a plurilateral agreement (wititbe use of any intergovernmental
organization) and define their own set of constiggintellectual property terms (e.g.
TRIPS-plus provisions). ACTA, at this time, has completed negotiations. There
are concerns by various activist NGOs that the settafined by ACTA might set a
new standard for intellectual property rights, whaeveloping countries will be
pressured into joining at a later point in timevia the terms of negotiated bilateral or
regional FTAs. Hence, the public health progretseaved by IGWG might be short
lived as developed countries move outside of thkilateral organizations to pursue

stronger intellectual property terms.

Global Task Team on improving AIDS coordination amo  ng
multilateral institutions and international donors (GTT)

Following from the discussion about UNAIDS in Chexpt, this organization has

tried to reassert its role of ‘coordination’ amontje new and existing institutions
involved in AIDS-related activities through the @& Task Team (GTT). In the mid
2000s, AIDS funding began to grow at a rapid padgegbestions and concerns began
to arise over the problem of aid effectiveneshisAIDS field. Many wondered why
the increased financing of AIDS was not garnerirgater and faster results and the
international organizations began finger pointing &laming others for faults.
Ministries of health in developing countries, whexe commonly understaffed, began

to complain of the extensive burdens placed upemthy the multitude of donors in
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terms of the varying grant proposals, monitoring amaluation systems, and
reporting requirements for the AIDS initiativestireir countries. Theoretically,
UNAIDS was expected to bring coherence and cootidinavithin the UN system on
AIDS activities; however, fragmentation, overlapdaluplication was a prevalent
problem across the system. This section detal$aimation of the Global Task
Team and how the GTT could potentially strengtlenWNAIDS role in governing

its cosponsors in a new operating environment @S\

The Establishment of the Global Task Team

Renewed international consideration into the isfu@ganizational coordination on
HIV/AIDS began in 2005 with the formation of thedBhl Task Team (GTT), which
was facilitated by UNAIDS. The GTT arose aftereaes of international
declaration¥’ (from 2003 to 2005) on the need for ‘harmonizatmd alignmenf’®
in development assistance and a UNAIDS campaigmdmote ‘the Three Ones’
principles. The Three Ones, which were coined byAUDE, are a set of guiding
principles for the coordination of donor assistammceecipient countries and the
promotion of greater developing country ownersHipS initiatives with the aim
to achieve greater aid effectiveness and prograsusginability. The principles

stand for the need to establish (1) one nationBISA&ction framework (i.e. strategy)

877 OECD Development Assistance Committee, ‘Rome Detitan on Harmonisation’ (Statement
from Development Assistance Committee, Rome, R&lyebruary
2003)<http://www.sti.ch/pdsf/swap327.p¢gfParis Declaration on Aid Effectiveness, Marclo20
<http://www.oced.org/dataoecd/11/41/34428351>ptfN, Monterrey Consensus, 2002
<http://www.un.org/esa/ffd/monterrey/MonterreyComses.pd$; OECD DAC, Paris Declaration and
the Accra Agenda for Action
<http://www.oecd.org/document/18/0,2340,en_26496328 35401554 1 1 1 1,00.html>

878 The concepts of ‘harmonization and alignment’ rédethe emerging consensus in the development
community that aid effectiveness depends on theribaization of donor practices’ and their
‘alignment with national development prioritiessee UN, ‘UN Reform: Harmonization & Alignment

to Achieve the Millennium Development Goals.” Newr¥, 2005., p. 3.
<http://www.searo.who.int/LinkFiles/Strategic_Altiee_and_Partnerships_5f UNDP_UN_Reform.pd
f>
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to coordinate the work of country donors, (2) oaganal AIDS coordinating
authority, and (3) one national monitoring and aaéibn system within each
recipient country. While the Three Ones clearlypbasized the criticality of
international alignment through particular natiomschanisms, it remained uncertain
as to how the principles would overcome the pr@vgiUN organizational troubles of
turf battles, budget shortfalls, and other issue¢leglobal level. Essentially, the
harmonization of the UN agencies needs to occur glatbally and nationally and the
principles would falter without an overarching cdimation mechanism to facilitate a
cooperative working relationship between the numgrganizations as a

complement to developing country plans for AIDSiatives®’® At the Consultation

880
4,

on Harmonization of International AIDS Funding ipi 200 participants

endorsed the Three Ones and specifically calledh WpdAIDS ‘to act as mediator

and facilitator in efforts to realize these priei.®**

In an effort to mobilize international action péniag to the principles,
UNAIDS co-hosted a meeting on 9 March 2005 in Lan¢long with the U.K., the
U.S., and France) called ‘Making the Money Worle tiihree Ones” in Action’.

The meeting gathered various stakeholders (i.eeseptatives of donor and recipient
governments, international organizations, and swdiety) to discuss the next steps

in implementing the Three Ones. A key issue indiseussions was the need for

879 |mproving Coherence Among Multilateral Institut®and International Donors to Develop and
Support Effective AIDS Programmes' ; UN, 'The Globask Team: A Model for Reform of
Operational Activities for Development' (2005) shttwww.un.org/esa/documents/GTT-
Send%Ctte%20rev.pdf> (9 November 2005).

80 The Consultation on Harmonization of InternatioAHDS Funding was a meeting co-hosted by
UNAIDS and the U.S. and U.K. governments in WastingDC. It convened a group of
representatives from donor and recipient governs@mternational organizations, and civil society.

8lWHO SEARO, 'WHO Harmonization and Alignment: Thi! tble' (2006)
<http://lwww.searo.who.int/EN/Section1257/Sectiord. 261221 .htm> (2 May 2006).
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improved coordination amongst the various multri@tenstitutions and donors
working on HIV/AIDS assistanc®? It was determined that a ‘non-bureaucratic
coordinating instrument at the global level’ wagaed to:
... ensure that the major funders and providetsafnical expertise ... [were
making progress on] : (i) common decisions; (ii¢leanging information; (iii)
cooperating and avoiding duplication; (iv) provigiappropriate and
coordinated country level support; and (v) learréogimon lessons in each of
the “Three Ones” are4®’
Despite an ongoing atmosphere of UNAIDS distrust lamstility from some of the
UN agencies, the participants settled on the astabent of a UNAIDS-led and

supported Global Task Team to make recommendationise key issues raised at

the London meeting.

The Global Task Team structure and meetings

The Global Task Team (GTT) was formed in April 2006der the co-chairmanship
of a UNAIDS official (Michel Sidibe, who is now tH8NAIDS Executive Director)
and Swedish AIDS ambassador (Lennarth Hjelmakad ,ceamprised of 18 high-
level institutional leaders from across the UNAIB&ponsors (including WHO,
World Bank, UNDP, UNICEF, and UNDG), donor and peent countries, the Global
Fund, and civil societ§?* The GTT was directed to recommend options, which
would be presented for endorsement by the govetraadges of UNAIDS and its UN

cosponsors as well as the Global F&fidyn how ‘to improve the performance of the

82 UNAIDS, 'The Global Response to AIDS: ‘Making tki®ney Work’ The Three Ones in Action'

83 '\mproving Coherence Among Multilateral Institut®and International Donors to Develop and
Support Effective AIDS Programmes'

84 UNAIDS, 'The Global Task Team on Improving Cooation Among Multilateral
Institutions and International Donors: Terms of&ehce’ (2008) UNAIDS
<http://www.unaids.org/Unaids_resources/images/&ITI_TOR_15Apr05.pdf > (8 April 2008).
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international architecture supporting country-ledional programmes to scale up the
AIDS response®*® Given the deadline of the UNAIDS Program CoortirgBody
meeting in June 2005, the GTT was only given ada&@ptimeframe to reach its

recommendations. After that point, the GTT wadisband.

To inform and advise the GTT, three Working Growgse formed around
the major international support areas of: (1) paogning and financing; (2) technical
support; and (3) monitoring and evaluation. Thekivay groups were charged with
the identification of the main challenges in globapport to developing countries by
analyzing:'the existing players and their relationships, uthg existing
coordination mechanisms’; ‘differences in preferneoldes of operation with
recipient governments’; ‘duplications, gaps, baottleks and barriers to
harmonization’; and ‘the comparative advantagedMfsystem agencies, major fund-
raising mechanisms and major funding institutioff$".In addition, they were to
suggest actions that would address these challeNtmsbership of the Working
Groups included those ‘resource persons with irtsighand concrete experiences
with coordination and alignment at country or irdégency level’ from the UN
agencies and developed and developing country goanrts along with
representatives from civil society. Each Workingp@® was co-chaired by a

multilateral institution and member st&&.

85 |n particular, the GTT’s recommendations wouldused ‘to inform the replenishment process of
the Global Fund, and will be presented for endoesgrto the governing bodies of UNAIDS and its
Cosponsors, the Global Fund, the World Bank, regjianding institutions, civil society networks,
and other relevant multilateral institutions’. 3, 'The Global Task Team: A Model for Reform of
Operational Activities for Development'

836 UNAIDS, 'Global Task Team on Improving AIDS Coardfion Among Multilateral
Institutions and International Donors'

887 ibid.
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The three Working Groups met twice each to disthus$riority challenges
and develop recommendations for the GTT in theipeetive areas. The Working
Group recommendations were then taken forwardad&RT, which met twice
between late May and early June to reach a cons@msthe recommendations, and a
final report of the recommendations was releasetizodune 2005. The
recommendations were then presented to the UNAIDB &d the governing bodies
of the UNAIDS cosponsors for approval. The UNAIB&retariat was mandated

with the facilitation and monitoring of the implentation process.

GTT Final Report Recommendations

To achieve a more effective multilateral respomseugh reform, the GTT
recommends that several steps be t&Rerkirst, the GTT calls for the establishment
of a joint UN team on AIDS that is to be taskedwidevelop[ing] a unified UN
country support programme on AIDS within the nagiloplanning framework’. This
joint team, which would be facilitated by UNAIDSdnonnected to ‘global-level
problem-solving mechanisms’, is intended to providéonal stakeholders with ‘a

common entry point’ to the UN system’s AIDS-relassavices and suppdit’

Second, the GTT recommends the creation of a pwoiilem-solving team
comprised of the UN system institutions (includitgiO, UNICEF, UNFPA, UNDP,

World Bank, UNAIDS Secretariat) and the Global Fufdhis team is intended to

888 ihid.

89 UNAIDS, 'Global Task Team on Improving AIDS Coardfion Among Multilateral
Institutions and International Donors — Final Reépor

80 bid.
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meet on a regular basis in order to support devggogountries in addressing any
implementation bottlenecks and to identify counétssons and best practices for

disseminatiorf®*

Third, the GTT directs the UNAIDS cosponsors arel@obal Fund to
establish a more functional and clear divisionatfdur that is based upon the
‘comparative advantages and complementaritiedi@fifferent institutions. Under
the leadership of UNAIDS, the UN institutions anedevelop the division of labour
for technical support to developing countries angresent this division to the
UNAIDS PCB?®% It is interesting to note that this approactphkelto ‘introduced the
concept of “lead agency” into the [UN] system’, ainiis believed to have helped in

defining roles in the HIV/AIDS respon&¥

Fourth, to achieve improved accountability and ewgt, the GTT
recommended that UNAIDS ‘assist national AIDS caaating authorities to lead
participatory reviews of performance of multilatarestitutions, international
partners, and national stakeholders’ in accordanteOECD/DAC standards and
criteria for alignment and harmonization. The G3pEcifically suggested that
performance be measured through a ‘scorecard-atgieuntability tool’. This tool
was developed into what is now known as the Coudéigmonization and Alignment

Tool under the leadership of UNAIF%!

81ibid.
#2ibid.
893 Nemes and others, p. 27.

894 UNAIDS, 'Global Task Team on Improving AIDS Coardfion Among Multilateral
Institutions and International Donors — Final Reépor
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The recommendations also address the involvemeahedslobal Fund. The
GTT recommended that the World Bank and Global Rintways to better align
institutional financing with countries’ cycles aAdDS action plans. It also called
upon these institutions to participate in and achgpional joint annual reviews as
their primary evaluation method. Furthermore, @¥l recommends that UNAIDS,
the Global Fund, and the World Bank support coaatim addressing the issues
related to the relationship between the nation&l3\toordinating authority and the
Global Fund’'s Country Coordinating Mechanism angbtotly report on progress to
the UNAIDS PCB. The GTT also calls for an insibagl shift from project to
programme financing that is based off of nationd® action frameworks and a
greater ‘commit[ment] to harmonizing and betterrdomating [institutional]
programming, financing, and reporting’. Specifigathe GTT asks the World Bank
and Global Fund to engage in a pilot effort to adomt financial management and
procurement assessments, joint supply managemkciepand procedures, and joint

programmatic and financial reportifigy.

Implementing the GTT Recommendations - New Governan  ce
Mechanisms and Structures for International Institu tional
Coordination on AIDS

One of the new governance structures to arise thenGTT recommendations was
the creation of the Global Problem-Solving Impletagion Support Team (GIST).
The team was initially comprised of the UNAIDS s#ariat, WHO, the World Bank,

the Global Fund, UNDP, UNICEF, and UNFPA, but waganded in 2006 to include

85 ibid.
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states (such as the U.S. PEPFAR programme) and N&@Qghe International
Council of AIDS Service Organisations and the In#&ional HIV/AIDS Alliance).
The GIST, which is supported by the UNAIDS secratafunctions as a global
forum for members to meet at regular periods 8-4.times a year) to identify
implementation issues, share and discuss lessanstler information, and respond
collaboratively to technical support concefffswhile originally conceptualized to
address implementation issues at the country [&/eln independent evaluation
found that the GIST ‘add[s] the most value wheregponds to systemic problems at
the regional or global level’ as it ‘creates spBmanteragency dialogue and
coordination that does not otherwise exi&t'.For example, through global
collaboration, the GIST has created a set of gulasifor technical support for users
and providers as well as global-level databaséefdnical support planning and
coordination called CoATS. One solution that GI®BE helped to address was the
substantial technical assistance dependency (asamed in Chapter 4) of the Global

Fund upon WHO and the need to finance WHO forask %

Another mechanism that arose from the GTT recomiatgémts was the
Country Harmonization and Alignment Tool (CHATn response to the GTT'’s
recommendation for UNAIDS to develop a ‘scorecéasgdesaccountability tool’,
UNAIDS and the World Bank collaborated to create @HAT. The tool serves to

assist the national coordinating authority in meiaguand assessing partner

89 UNAIDS, 'Terms of Reference: The Global ImpleméntaSupport Team (GIST) ' (2008)
<http://data.unaids.org/pub/BaseDocument/2008/20088t_tors_en.pdf>

897 UNAIDS, 'The Global Implementation Support Tea?®{8) UNAIDS
<http://www.unaids.org/en/CountryResponses/TeclBigaport/gist.asp>

88 UNAIDS, 'Terms of Reference: The Global ImpleméntaSupport Team (GIST) .

89 Nemes and others, p. 26-27.
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compliance with the “Three Ones” Principles inchglithe degree of harmonization
and alignment among international partners’ acthentry leveP® It is intended that
this tool can help pinpoint blockages, establisgkatgr transparency, and hold partners
accountable through advocacy and dialogue. The TildAn innovative contribution
to international coordination as one of the firgamanisms created to monitor

donors’ ‘adherence ... to their global commitmentiaomonise and align’ on

HIV/AIDS. %t

A third mechanism recommended by the GTT is thesitia of labour
amongst the UNAIDS cosponsors. As noted earkher division of labour aims to
leverage the comparative advantages of each UNA3Bonsor in order to deliver
the most effective and efficient technical assistato countries. In addition, the
division of labour was intended to allow the cospms specialize in certain areas of
support and more obviously differentiate themseimeheir HIV/AIDS activities®?
This approach involves assignment of the UNAIDSetaciat and its cosponsors as
either the Lead Organization or Main Partner urnidese thematic categories of
technical support: (1) strategic planning, goveoesand financial management; (2)
scaling up interventions; and (3) monitoring andleation, strategic information,
knowledge sharing and accountability. The Leada@ization holds the primary

responsibility in ‘coordinating the provision andfacilitation of ... technical support

99 UNAIDS, 'Country Harmonization and Alignment To@007) UNAIDS
<http://data.unaids.org/pub/Report/2007/jc1321_ohmatpdf> (June 2007).

1D Whyms, S Jensen and | Huijts, 'Setting standfandsarmonisation’ (2007) 370 (9602) The
Lancet 1826, p. 1826.

992 UNAIDS, 'UNAIDS Technical Support Division of Labo (2005) UNAIDS
<http://data.unaids.org/una-docs/JC1146-DivisionLabour.pdf> (August 2005).
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[in its specified thematic category]®® This not only involves a strong leadership
and brokering role in relation to its Main Partnansl national stakeholders, but also
a liaison role to the UNAIDS, the UN Theme Groupd doint Teams (as discussed
later), and the GIST. While the Main Partners dynfipnction as other actors within
a thematic technical support area, their relatignalith the Lead Organization is not
based on a hierarchy and they must be consultéleblyead Organization when
requests for support are made to the UN. This ensure that the appropriate

providers and financing has been jointly delibedatred selectet)?

It is interesting to note, however, that UNAIDSaets to push for a division
of labour amongst its cosponsors is not an entirely concept®> UNAIDS had
tried in earlier unsuccessful attempts to encoueadiision of labour, but its lack of
authority over its cosponsors caused its efforfaltshort of succesd-or example,
one of UNAIDS’ main coordinating mechanisms overabsponsors is the Unified
Budget and Workplan; however, the fact that it yoobvers a fraction of the AIDS-
related expenditures of some of the Cosponsorsssetged] its effectiveness in this
regard’®®® Several factors, however, have enabled the divisf labour to occur in
2005 amongst the UNAIDS cosponsors. One factorth@advance of UN reform,
which requires the UN agencies to look for solusitm ‘deliver as one’. The other
factors can be attributed to extreme changes iAIBS environment since UNAIDS

inception in 1996. For example, the agencies lemdine clearer about what they

%3 ibid., p. 6.

% ibid.

%% ibid.

9% UNAIDS, 'Global Task Team on Improving AIDS Coardfion Among Multilateral

Institutions and International Donors — Final Reép@005) UNAIDS (14 June 2005)
<http://data.unaids.org/Publications/IRC-pub06/J5tGlobalTaskTeamReport_en.pdf>, p. 14.
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were capable of doing based upon working experieiitere were also significantly
greater resources available from the donors for/HIDS, but they ‘made clear ...
that increased financing is contingent upon thedystem [to] improve[e] its ability

to plan and coordinate [technical assistant¥]'.

Finally, the Joint UN Team on AIDS is a centrausture that was developed
based upon the GTT recommendations to help brihngremce and coordination to
UN agency actions at the country-level. The Jbedm, which operates within each
country receiving UN assistance on AIDS, servesotardinate UN technical
activities based upon the Division of Labour ardwalteam members to ‘reach
consensus’ on internal issues before working witieraal stakeholders (i.e. national
and international partners): As the Division of Labour is intended to be adajsdo
each country, the roles of the UN agencies ondive Jeam might differ from
country to country depending on agency presence.Jbmt UN Team aims to
provide each country with a single point of entrytie UN system for technical
assistancé”® Also, in keeping with the ‘Three Ones’ principléise team operates
based on country requests for support as the UkEgeeestablish a ‘demand-driven

process’ rather than UN and donor dictated techaissistancé'®

7 UNAIDS, 'UNAIDS Technical Support Division of Labg

98 UNAIDS, ' Second Guidance Paper - Joint UN progresiand teams on AIDS: Practical
guidelines on implementing effective and sustai@gbint teams and programmes of support.' (2007)
UNAIDS <http://data.unaids.org/pub/Manual/2008/jt25second_guidance_paper_en.pdf>
(November 2007).

*ibid.

jbid.
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The Joint Team is comprised of all UN technicaffsteorking on AIDS at the
country level and operates under the chairmanghipeoUNAIDS Country
Coordinator (UCC), who is in regular communicatiovith other country-level UN
agency bodies (i.e. UN Resident Coordinator, UNr@guTeam, and UN Theme
Group on HIV/AIDS). The UCC acts on behalf of UNDS at the country-level by
‘provid[ing] policy and technical advice as well @advocat[ing] for and mobiliz[ing]
effective action on HIV/AIDS by cosponsors and agesi as well as representing the
Joint Team to non-UN entiti€s! Given the existence of the established UN Theme
Group on HIV/AIDS, which also holds a coordinatiode amongst the UN agencies
on HIV/AIDS at the country-level, UNAIDS has sinclarified that the Theme Group
(which is comprised of heads of agencies) should agolicy and strategic oversight
role while the Joint Team plays on a technical enpéntation rolé'> Hence, this
helps the different teams focus on their respe@nreas and respond more quickly to

any issues that might arise.

GTT's Governance Implications

The operating environment in the fight against ANJS has changed dramatically
since 1996 when UNAIDS was launched. With newnezl knowledge and
approaches, new financing, and new actors, it wapfekar that we should be closer
to ending the HIV/AIDS crisis in 2010; however, thattle rages on. UNAIDS was a
revolutionary institution created specifically tddaess the HIV/AIDS emergency and

to change the way the UN system was working oreisgthrough UNAIDS’

9L UNDP, 'Proposed Working Mechanisms for Joint UNifis on AIDS at Country Level' (2006)
UNDP <http://data.unaids.org/pub/Manual/2007/jc13amtu_teams_en.pdf> (19 May 2006), p. 5.

“2ihid., p. 3.
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struggles to achieve coordination amongst its cospe, the GTT has emerged as a
revamped approach to how UNAIDS would conduct itsitbess going forward — in
targeting coordination at two levels — internatibnand nationally. In attempting to
understand the influence that the GTT has had oAIDS governance, it helps to

consider coordination at these two levels.

At the international level, the GTT’s recommendatior a division of labour
has helped UNAIDS to more clearly establish howedsponsors should work
together. By designating the Lead OrganizationMad Partners across the
different areas of technical support, it aims imalate the murky lines of
responsibility that have plagued the UN agencies tve years. Hence, UNAIDS
can begin the process of relieving the UN systemm@institutional tensions (e.g. turf
battles and infighting) and addressing the inefficies that had arisen over the years

in the UN’s HIV/AIDS operations.

At the national level, in keeping with the growimgernational and
multilateral appreciation for country ownershipg 8TT’s recommendation for a
Joint UN Team at country-level provides the operail opportunity for the UN
agencies to coordinate. With the UNAIDS Countryf@iinator as the Joint Team
facilitator and the directive for the Joint Tearmstapt the division of labour, the
UNAIDS influence is further reinforced amongstatssponsors and the defined role
of each agency is solidified through action. THeTGnnovations of the CHAT (as a
monitoring and evaluation mechanism) and the GE&Ta(regular forum) help to
maintain the UNAIDS leadership and cosponsor m@atithat have formed as a result

of the GTT recommendations.
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With the promising new approach to AIDS governaoitered by the GTT, it
still remains to be seen if UNAIDS can achieve araintain the level of coordination
sought. The division of labour, while operatiomatome countries, has not been
consistently implemented and accepted. (In additiem division of labour has been
criticized for focusing too much on country-levatsks and coordination as opposed

to the larger, underlying problems at the globaélg™?

Another challenge pertains
to the financing of GTT implementation and the betdghortfalls that have been
experienced in recent years (though funds have te@ewvered through other
sources). A final, critical issue relates to thaltkenge of coordinating with donors
beyond the UN system. The GTT involved a numbetoofor countries during its
planning process, but it ultimately only addredbesUN agencies. With the massive

funds of donor programmes, such as PEPFAR and Ditie international

coordinated effort will depend on harmonizationhatihese entities also.

The UN Committee on Economic, Social and Cultural R ights
(CESCR)

While the emerging governance approaches hold goamise for improved
international assistance and cooperation, itr&titains highly uncertain if these new
structures will succeed in their objectives and enalsignificant impact on AEM.

This section now turns to the potential role oémational human rights in the

3 UNAIDS, 'Second Independent Evaluation of UNAIDE)09) UNAIDS
<http://data.unaids.org/pub/BaseDocument/2009/sial_freport_annex_9 en.pdf>, p. 21; Nemes
and others, p. 28.
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governance of this issue. As established in Chdp{troduction), AEM is a core
obligation of the ICESCR'’s right to health (Articl®). This places the issue of IAC
implementation for AEM firmly within the realm oh¢ Committee on Economic,
Social and Cultural Rights (CESCR), which is theripipal body concerned with the

[ICESCR] and a subsidiary of the UN Economic ametigl Council (ECOSOC}*

The Committee on Economic, Social and Cultural RIECESCR) was
established by ECOSOC in 1985 and meets twice rafgethree to four week
periods in Genev&?® It is comprised of 18 independent exp&ftavho are charged
with monitoring state compliance with the ICESCHI &acilitating its
implementatior’*” According to Philip Alstott® and his colleagues, the CESCR has
three objectives: (1) ‘[to] develop the normatiantent of the rights recognized in
the Covenant’; (2) ‘[to] act as a catalyst to stt@on in developing national

mechanisms for establishing accountability, andrigiog means of vindication to

914 HJ Steiner, P Alston and R Goodmérternational Human Rights in Contef@rd edn, Oxford
University Press, Oxford 2008), p. 277; WHO, 'Inifonal Covenant on Economic, Social and
Cultural Rights' World Health Organization (Headthd Human Rights)
<http://lwww.who.int/hhr/Economic_social_culturalfpd8 Feb 2010), p. 3.

91> ECOSOC Res 1985/17 (28 May 1985) UN Doc E/RES/MI8%ffice of the High Commissioner
for Human Rights, 'Fact Sheet No.16 (Rev.1), Then@dtee on Economic, Social and Cultural
Rights' UN Office of the High Commissioner for HumRights
<http://www.ohchr.org/Documents/Publications/Fae&t 6rev.1en.pdf> (10 June 2010). (According
to the Office of the High Commissioner for HumamiRs, the CESCR is ‘a subsidiary organ of
ECOSOC and derives its authority from that body'.)

918 CESCR members are ‘experts with recognized competi the field of human rights’ and ‘serve
in their personal capacity, not as representatf&overnments’; in addition, the ‘principles of
equitable geographic distribution and represematicdifferent social and legal systems guide the
selection process’. ibid.

917'subsidiary Bodies of the ECOSOC' <http://www.uglecosoc/about/subsidiary.shtml > (20 Jan
2007); ECOSOC, 'General comment 1. (General Consph&aporting by States parties (1989)
E/1989/22', para. 1; 'International Covenant onrBeooic, Social and Cultural Rights (adopted on 16
December 1966, entered into force 3 January 197&)'16.

%18 professor Philip Alston served as chairman oflihNeCESCR from 1990-1998. He is currently a
Professor of Law at New York University.
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aggrieved individuals and groups’; and (3) ‘[to]dhstates accountable at the
international level through the examination of iegd*® This translates into several
functional tasks for the CESCR, which include: isgugeneral comments?°

holding ‘days of general discussiofi*and requesting state reports (i.e. initial and
periodic reports) for review and providing ‘condlugl observations’ based on
them??? Another potentially powerful function of the CER@rises from the recent
adoption of the Optional Protocol to the ICESCR (GBneral Assembly Resolution
A/RES/63/117), which grants the CESCR ‘competenaeteive and consider

[individual] communications’ (i.e. complaint$}®

As indicated by this set of functions, the CESCRgasses various powers to

influence states. It also has methods, as desclabedin this section, to involve and

%19 Steiner, Alston and Goodmalnternational Human Rights in Context 277.

90 General comments are interpretations of the piavisof the ICESCR. They serve to ‘assist and
promote’ state implementation; ‘suggest improvermémtreporting’; and ‘stimulate the activities of
[states], international organizations and Unitedidves specialized agencies’. WHO, 'International
Covenant on Economic, Social and Cultural Rigpts4. (In addition to General Comment No. 14 [on
the right to health], other general comments isdnethe CESCR include: the right to adequate
housing; persons with disabilities; the right t@qdate food; and the right to water. See Officthef
High Commissioner for Human Rights, 'Committee @oomic, Social and Cultural Rights - General
Comments' Office of the United Nations High Comnaussr for Human Rights
<http://www2.ohchr.org/english/bodies/cescr/commdiitm> (10 July 2010).)

21 Days of general discussion’ are held during tHESCR sessions in Geneva and provide the
committee with the opportunity to understand arstass ‘a particular right or ... a particular aspdct
the [ICESCRY]’ through input from a range of inteessexperts (e.g. civil society, UN special
rapporteurs, UN specialized agencies, and acadefea)ECOSOC, 'Revised General Guidelines
Regarding the Form and Contents of Reports to ben8ted by States Parties under Articles 16 and
17 of the International Covenant on Economic, Sauid Cultural Rights.’ (1991) E/C.12/1991/1',
para. 48.; Office of the High Commissioner for HumRights, 'Fact Sheet No.16 (Rev.1), The
Committee on Economic, Social and Cultural Righ&einer, Alston and Goodmanternational
Human Rights in Contexip. 277.

922 Articles 16 and 17 of ICESCR mandate the CESCRdaest reports from state parties.

93 UN General Assembly, ‘Optional Protocol to thestnational Covenant on Economic, Social and
Cultural Rights' (2008) Resolution A/RES/63/117
<http://www?2.ohchr.org/english/bodies/cescr/doc&BS-63-117.pdf> (10 Dec 2008); Office of the
High Commissioner for Human Rights, '‘Committee @oiiomic, Social and Cultural Rights:
Monitoring the economic, social and cultural rigtddl Office of the High Commissioner for Human
Rights <http://www2.ohchr.org/english/bodies/ces¢f/0 April 2010).
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coordinate UN specialized agencies (such as the \&itDNorld Bank) on matters
pertaining to the ICESCR. Proceeding with theldisiament of IAC for AEM,
which is derived from the CESCR’s General Commaéitts14 and No. 8% this
section directs its attention to the CESCR’s powersducing state implementation
and addressing state violations, specifically, @i #SCR’s mechanisms of periodic

reporting and complaints procedures.

Periodic Reporting

ICESCR states are expected to submit a periodirtépto the CESCR detailing
their progress on the treaty’s implementafith These periodic reports, according to
General Comment No. 1, serve the following objexi?’

(1) to ensure that a comprehensive review is uaklent with respect to
national legislation, administrative rules and gauares,

(2) to ensure that the State party monitors theahsituation on a regular
basis,

(3) to enable to Government to demonstrate thatyaohaking has been
undertaken as needed for compliance with the Catena

(4) to facilitate public scrutiny,

(5) to evaluate the extent to which progress has Ineade,

(6) to enable the State party to develop a bettdetstanding of the problems,
(7) to facilitate the exchange of information am@tgtes parties and to
develop a better understanding of the common pnablaced.

924 As discussed in Chapter 1 (Introduction), IAC A&M is a set of norms that were derived from
General Comment No. 3 (on the Nature of State éa@bligations) and General Comment No. 14 (on
the Right to Health).

92 The reporting frequency has been revised sincdriféing of the ICESCR. According to the
revision, the first report must be submitted to @ESCR after two years of the ICESCR’s ratification
Subsequent reports to the CESCR are expected fivernyears thereafter. See Office of the High
Commissioner for Human Rights, 'Committee on Ecanp®ocial and Cultural Rights: Monitoring
the economic, social and cultural rights' .

9% Toebes, p. 93-94.

97ibid, p. 94; ECOSOC, 'General comment 1. (Ger@aahments) Reporting by States parties (1989)
E/1989/22', para 2-9.
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The CESCR’s reporting processes, as indicateddsetbbjectives, encourages a
regular practice of state self-assessment anduibiirmation exchange. In terms of
formal assessment, the CESCR holds periodic sesgafiscuss submitted reports
with state representatives and issue its ‘concandsrecommendations to the [state]

in the form of “concluding observations™®

Prior to March 2009, the CESCR applied a set ofised guidelines’ (adopted
in 1991) as the standard format for state repdmrsssions>® Under these
guidelines, in reference to Article 12 of the ICESGhe CESCR specified a
particular set of measures and questions to guadessin their reporting on the right
to health. The questions are predominantly corszkwith the realization of the right
domestically (or within a state’s territories). rlexample, the CESCR reporting
measures and questions requested the followingaton:

Infants immunized against diphtheria, pertusstangs, measles,

poliomyelitis and tuberculosis 73°

Proportion of the population having access to &dipersonnel for the
treatment of common diseases and injuries, withleggupply of 20 essential
drugs, within one hour’s walk or travél:

Please describe the measures taken by your Govetiongrevent, treat and
control epidemic, endemic, occupational and othezases >

928 Office of the High Commissioner for Human Righ@pmmittee on Economic, Social and Cultural
Rights: Monitoring the economic, social and cultuights'.

929 ECOSOC, 'Revised General Guidelines Regardingtnem and Contents of Reports to be
Submitted by States Parties under Articles 16 ahdfthe International Covenant on Economic,
Social and Cultural Rights.’ (1991) E/C.12/1991/1".

90ibid., para. 4(d).

%Libid., para. 4(f).

92ibid., para. 5(g).
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As illustrated above, all of these reporting questiask for details pertaining to
implementation by the Government domestically. réhweere two questions,
however, that the CESCR used to track the dutAGt | In relation to the right to
health, the question asked was: ‘[p]lease desthideole of international assistance
in the full realization of the right enshrined inidle 12’.%** The guidelines also
posed a general question pertaining to ICESCR larBcwhich asked:
If your State participates in development coopemtis any effort made to
ensure that it is used, on a priority basis, tormte the realization of
economic, social and cultural rightd?
To understand how the developed countries of conoethis thesis have handled the
CESCR'’s reporting mechanism, it helps to considersubmitted reports of the UK.
Based on a review of the U.K.’s reports submittethe CESCR (as of August
2007)7* the state has historically given little attenttorthe role of IAC for AEM
(or, more generally, IAC for the right to health)iis submissions. The CESCR,
however, has raised concerns about the matter df fE HIV/AIDS in the UK'’s
Overseas Territories. According to the CESCR’schaing observations in 2062°
The Committee is concerned about the high incidef¢d\V/AIDS in some
of the State party's Caribbean territories. Itagipularly concerned about the
number of HIV/AIDS cases in the Turks and Caicdands and St. Vincent

and the Grenadines, and the lack of availabilityaofl access to, anti-
retroviral medication for migrant workers and AlB&hans’’

933

ibid., para. 5(g).
94 ibid,, Annex Art 2, para.3.

9% The next periodic report from the UK is due onJ8@e 2014, which follows five years after the
CESCR’s 2009 examination of the UK’s latest (20@port.

9% ECOSOC, ‘Report on the Twenty-Eighth and Twenty{NiSessions (Supplement No. 2)’ (2003)
UN Doc E/2003/22.

%7 ibid., para. 224.
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In the context of HIV/AIDS, the Committee urges Bimate party to ensure the
availability of, and equal access to, anti-retravimedication for all
individuals in Overseas Dependent Territofies.

In response to these concerns about AEM for HIW&\ the UK clarified that the
Overseas Territories ‘are responsible for manatheg own health budgets and
National AIDS programme budgets’ and, hence, thegditernment was not
involved in the direct provision of ARVs to the reg. The CESCR’s enquiry,
however, has helped to focus the UK’s attentiothenproblem and ‘self-assess’ its
efforts in the region. Inits 2007 accounting of’grnment’s efforts in the Overseas
Territories, the UK noted that: ‘[it] facilitatednotact between the Caribbean
[Overseas Territories] and the Clinton FoundatidW/KAIDS Initiative for the
acquisition of anti-retroviral medication at loweost’; three Overseas Territory
countries (i.e. Anguilla, the British Virgin Islaadand Montserrat) are able to procure
ARVs at a ‘reduced cost’ through the OrganisatibBastern Caribbean States
(OECS) Pharmaceutical Procurement Service; andostupas provided to the
region’s national AIDS programmes through the ‘Glaean Epidemiology Centr&®
The UK also indicated that it was completing thsigle of a new regional HIV/AIDS
program that would ‘support the [Overseas Termsjrown national plans and

maximize support from other donors such as the fi2an Commissior*°

98 ibid., para. 243.

99 ECOSOC, ‘Fifth Periodic Reports Submitted by Staarties under Articles 16 and 17 of the
Covenant: United Kingdom of Great Britain and NerthlIreland’ (31 January 2008) UN Doc
E/C.12/GBR/5, para. 173 and 174.

%0ibid., para. 174.
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Considering the timing of the UK’s 2002 report atsdresponse to the
CESCR in the following periodic report (i.e. 200if)s important to note that much
has occurred in terms of global HIV/AIDS activitgtiveen those years'

This may have prompted the UK to respond, moreipaity and directly, on the
matter of IAC in relation to health (and relatedtt®gs) in its 2007 report to the
CESCR. For example, in the 2007 report, theresiscéion dedicated to ‘the role of
international cooperation in the implementationhaf Covenant’. The state reports
the following UK activities in the promotion of tmght to health:

On the containment and progressive eliminatiorhefdpread of HIV/AIDS,
the UK prioritises the rights and needs of womemng people and children
affected by AIDS. The UK is the second largesttbit@ donor to combating
AIDS (after the United States) and committed £1lloh over the period
2005-2008 of which around 10% will be spent on pragmes for children
affected by AIDS. The UK also made AIDS a centrepief its 2005
presidencies of the G8 and the European Unionsapported a number of
specific programmes, including: harm reduction paogmes (including
needle exchange) in Russia, a Bangladesh-basezhohtprogramme to
empower prostitutes and their children to accesglsrvices, an HIV/AIDS
programme in Ghana to establish legal and poliasgnéworks to protect the
rights of vulnerable groups living with HIV/AIDS*

It is interesting to note that the UK also reporvecthe matter of ‘corporate social
responsibility’ and government’s efforts to promdies in international activity by
domestic companies. In particular, the UK reparted

The Government is working closely with businessesiaternational
organisations to promote “Corporate Social Resmlitgi’ aimed at
providing a framework to help businesses act mespansibly, in terms of
human rights protection, in the countries wherg thygerate. ... [This
includes] the UN Global Compact (a set of ten pples for businesses
covering labour rights, environmental protectiod anti-corruption), the

91 A flurry of donor and international organizatiomattivity has occurred on the issue of HIV/AIDS as
described in Chapters 4 and 5.

%2ECOSOC, ‘Fifth Periodic Reports Submitted by Staarties under Articles 16 and 17 of the
Covenant: United Kingdom of Great Britain and NertilIreland’, para. 67.
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Organisation for Economic Co-operation and Develeph{OECD)
Guidelines for Multinational Enterprises™?,

Such activity is supportive of the IAC for AEM nosnfset out in Chapter 1)
pertaining to the state role in developing an engt#nvironment for non-state actors
to help to achieve the realization of AEM. Whitese state reports provide some
promising results in directing developed countt@sards the implementation of IAC
for AEM, the state reporting guidelines to the CEESfere recently revised again in
2008. The changes to the reporting guidelinestated to be for the purposes of
‘harmonizing’ the various reports submitted, sd thach treaty body and State party
[can] obtain a complete picture of the implemeptabf the relevant treaties, set
within the wider context of the State’s internagbhuman rights obligations .**
The new reporting process consists of two parescttimmon core document and the
treaty-specific document (e.g. the ICESCR-specdmort). According to the new
ICESCR report guidelines, there is no longer a tjmessking states to ‘describe the
role of international assistance in the full reatian of the right enshrined in article
12’ (as requested in the 1992 version). Insteacklation to IAC for AEM, it
appears that such information is to be gleaned Btate responses to a general
guestion on Atrticle 2:
Indicate the impact of international economic agxhhical assistance and co-
operation, whether received or provided by theeSpatty, on the full
realization of each of the Covenant rights in thet&Sparty or, as the case may
be, in other countries, especially developing coesi*®

This question addresses the full range of ICES@Rtsi With regard to Article 12

reporting, there is now a question directed at AgfMcifically whereby states are

*3ibid., para. 70.

%4 UNGA, ‘Compilation of Guidelines on the Form andrient of Reports to be Submitted by States
Parties to the International Human Rights Treai{2809) UN Doc HRI/GEN/2/Rev.6.

*2ibid., Article 2 (para. 9).
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asked to report ‘on the measures taken ... [tjarenaffordable access to essential
drugs, as defined by the WHO, including anti-refravmedicines and medicines for
chronic diseases®® It is not certain, however, if states will report this in relation
to IAC (either in response to this question ordbestion posed for Article 2). It is
possible that developed countries, such as thewilKinterpret this question in terms

of access to essential drugs domestically — rdkizar internationally.

At the conclusion of these sessions, the CESCRugesla Concluding
Observations report, which determines the extegbgernment compliance with the
ICESCR’s provisions and identifies any ‘factors alifticulties affecting the ...
fulfilment of the obligations’®*’ The Concluding Observations may also provide
compliance suggestions in the form of ‘specifidségive, policy and other ...
recommendations such that economic, social andralitights are more effectively
secured’?® The observations are not considered punishirtyatuer to ‘develop a

constructive dialogue with States parties’ on ICRI@plementation matters’

Despite the intentions of the CESCR reporting anditoring process, it still
possesses certain shortcomings in holding statesiatable to their obligations
under the ICESCR. One issue is the CESCR’s sebacislog in conducting country

reviews. This backlog can be attributed to the romm problem of late country report

%®ibid., para. 57(f).

97 35 Gruskin and D Tarantola, 'Health and Human ®Igh R Detels and others (ed%$)e Oxford
Textbook of Public HealtfOxford 2002).; Steiner, Alston and Goodmbmernational Human Rights
in Context, p. 277.

%8 Office of the High Commissioner for Human RighEact Sheet No.16 (Rev.1), The Committee on
Economic, Social and Cultural Rights'.

*ibid.
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submissions and the limited number of country repitre CESCR can review each
year due to insufficient meeting tim®. It has been observed that it can take as long
as four years after submission before a countrgrtep discussed by the CESCR and,
as a result, the report’s information is often oludate at that poirt® (The new
harmonized reporting guidelines for the ICESCRyah as other international

human rights treaties, are intended to help impst&te reporting for timeliness and
efficiency; however, it was recently adopted in 2@Md its impact remains to be
seen.J*? A second issue with the CESCR process is thergineoor compliance

by states with their reporting obligations, whibley many view as a ‘diplomatic
chore’?>® This attitude has led to the common reportindgfems of incomplete,
overdue, or poor quality reports as well as nomsasions.>* It has also been noted
that state reports ‘often do not seem to reflealityé, which can be attributed to the
fact that states do not want to ‘wash their dimgh in public’ and may want to
‘circumvent difficult questions’ from the CESCR. Thirdly, a fundamental problem
of the CESCR process is that reporting and momigois only required for states that

have ratified the ICESCR® As a result, the CESCR is not able to monitor the

99Gruskin and Tarantola, p. 317.

%1 Toebes, p. 99; ECOSOC, 'Effective Functioningdofman Rights Mechanisms: Treaty Bodies'
(2000) Commission on Human Rights (56th Sessiem [18(a) of the provisional agenda,
E/CN.4/2000/98) <http://daccess-dds-
ny.un.org/doc/UNDOC/GEN/G00/102/73/PDF/G00102732@fienElement> (20 Jan 2000), para. 60.

92 UNGA, ‘Compilation of Guidelines on the Form andr@ent of Reports to be Submitted by States
Parties to the International Human Rights Treaties’

®3Toebes, p. 98.

%4ibid., p. 98; Office of the High Commissioner fduman Rights, 'Fact Sheet No.16 (Rev.1), The
Committee on Economic, Social and Cultural Rights'.

95 Toebes., p. 98.

96 Gruskin and Tarantola.
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activities of countries and address its concernglation to their activities in relation

to IAC for AEM.

The Optional Protocol

On 10 December 2008, the UN General Assembly adaptesolution establishing
an Optional Protocol to the ICESCR. This Optidaadtocol, which is considered
operationally similar to the complaints mechaniganghe other UN human rights
treaties, endows the CESCR with a quasi-judicialdidation role?®’ Essentially,

the optional protocol provides: an individual oogp communications procedut®:
an inter-state communications procedtreand an inquiry proceduré® (These
functions can only be carried out by the CESCRéfdtate from which the complaint
originates is a party to the Optional Protocol &l as the state at which the
complaint is targetetf’ This also assumes that both states are parttbs to
ICESCR.) The communications procedure permitSB8CR to receive complaints
against a state in relation to the ICESCR. Inchee of individuals or groups, who
are within the jurisdiction of a state party, thean file a complaint ‘claiming to be

victims of a violation of any of the economic, si@nd cultural rights set forth in the

%7 Office of the High Commissioner for Human RighEact Sheet No.7/Rev.1, Complaints Procedure'
UN Office of the High Commissioner for Human Rights
<http://www.ohchr.org/Documents/Publications/Fae&iiRev.1en.pdf> (10 June 2009).

%8 UN General Assembly, Art. 1-9.

%9ibid., Art. 10.

%0ibid., Art. 11.

%1 See ESCR-Net, 'Resource Page on the Optionald®@idtmthe ICESCR' ESCR-Net

<http://www.escr-net.org/resources/resources_showtoc_id=431553> (10 July 2010). (Also, the
Optional Protocol will only enter into force aftien states have ratified or acceded to the agreemen



277

Covenant?®? Under the inter-state communications procedwgi party to the
protocol can send communications to the CESCRathather state party ‘is not
fulfilling its obligations under the Covenarit® Under the protocol’s inquiry
procedure, ‘[i]f the [CESCR] receives reliable infation indicating grave or
systematic violations’ of the ICESCR, the CESCR icaite the state party ‘to
cooperate in the examination of the informationcawned’ and ‘designate one or

more of its members to conduct an inquit3?.

There is an optimistic expectation that the Optidtratocol will ‘enable those
suffering from violations ... to seek remedies smtold those responsible to account
for their actions’ and provide a ‘promising tool fal victims ... to speak out and be
heard'?® It has also been expressed that this additiohetdCESCR could allow
‘the human rights community to assist States imtakoncrete steps to realize the
rights of all and to reach out to the most marggeal and disadvantaged’ and help to
dispel the belief of a ‘hierarchy between humahtsy(i.e. the varying importance
granted to civil and political rights as oppose@tonomic, social and cultural rights
by some countriesf® This is related to the fact that many other humigints
treaties, such as the International Covenant ol &id Political Rights, already

possess a complaints mechanism.

%2UN General Assembly, Art. 2

*3ibid, Art. 10.

%*ibid, Art. 11.

95 Office of the High Commissioner for Human RigHhtEconomic, social and cultural rights: legal
entitlements rather than charity” say UN Human Rigexperts' (2008) UN Office of the High
Commissioner for Human Rights (press release)
<http://www.ohchr.org/EN/NewsEvents/Pages/Displayisl@aspx?News|D=9216&LangID=E> (10
Dec 2008)

% ibid.
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Various academics, however, have voiced concermgtdbe new Optional
Protocol to the ICESCR. One concern pertainséonthether the CESCR is the
appropriate body to assume an adjudicative roleerGits already full workload and
the problem of backlogs with state reports, ther@ fear that the CESCR’s
assumption of this additional responsibility cotddtentially undermine [its] ability
to perform ... existing function§®’ A second concern is that the protocol’s approach
leads to ‘overarching legal positivism’ and thetifigrance of the belief that ‘judicial
or quasi-judicial processes intrinsically produedtér, more insightful policy choices
than, their legislative counterparf§® Critics of the Optional Protocol argue that no
single approach to economic, social and cultughlts can be imposed upon all
governments; rather, national governments shoulgiven ‘a substantial measure of
discretion in dealing with their disparate domesttaations®® Another concern is
that ‘[p]roviding quasi-judicial international mdaring, such as the production of
views under communication procedures ... undefOgigonal Protocol to the
ICESCR, does not provide the real answét’Instead, it is argued that the right
needs ‘to be given teeth’ through ‘adequate legailloer remedies provided at [the]
national level®’* It has even been suggested that the Optional ¢aig@fforts to

bind states through international adjudication dadtually backfire by ‘causing

%7MJ Dennis and DP Stewart, ‘Justiciability of Ecamgy Social, and Cultural Rights: Should There
Be an International Complaints Mechanism to Adjatkcthe Rights to Food, Water, Housing, and
Health?' (2004) 98 (3) American Journal of Inteiowal Law 462, p. 466.

%8ibid., p. 466.

99ibid., p. 467; L Helfer, 'Overlegalizing Human Rtg: International Relations Theory and the
Commonwealth Caribbean Backlash against Human Rigagimes' (2002) 102 Columbia Law

Review 1832.

90 E Riedel, 'The Human Right to Health: Conceptumirilations' in A Clapham and M Robinson
(eds)Realizing the Right to Healtswiss Human Rights Book, 2009), p. 34.

*Libid, p. 34.
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states to deemphasize [the ICESCR] and furtherramdge] [its] stature and
acceptability’?’? As an alternative, some international legal satso$uggest that
developing ‘voluntary obedience’ and acceptancepgp®sed to ‘compelling
compliance’ could be more effective in achievingrm internalization’ (as discussed
in Chapter 2§”® Beth Simmons holds a different opinion of the iGmal Protocol
from these critics. She argues that the Optionatioeol would actually encourage
norm internalization and that the concerns abaditjalization by the CESCR are
superfluous. Simmons considers the Optional Prétwoald not actually transform
the CESCR into ‘a judicial or litigatory mechanigma strict sense’ and that the

CESCR'’s quasi-judicial procedures and powers lagkllforce’’

Coordination with the UN agencies and other bodies

UN specialized agencies (such as WHO) and othebalies (e.g. UNAIDS) have

an important complimentary role to play in the CER3Cwork. For example, while
the CESCR is charged with addressing state impl&tien of the right to health (in
terms of offering interpretations, monitoring pregs, and addressing violations), the

WHO possesses the related normative role of defisiate actions on particular

"2 Dennis and Stewart, p. 467.
*Zibid, p. 467.; Koh.

974 Beth Simmons draws several comparisons betwee@HSCR and a court. She finds that the
following differences: the CESCR is ‘empowereddoaive and consider “communications,” not
charges’; it can request that the state ‘takeiimteneasures, [but] ... not injunctions’; its
communications are ‘transmitted “confidentially”ttee State party and discussed in “closed
meetings,” in contrast to public accusations amt@edings in a trial setting’; states respond ‘with
“clarifying” statements, not a dense brief’; thetfopal Protocol process encourages the amicable
settlement of complaints — ‘not explicitly to figiilt or to punish an offender’; the CESCR transmit
‘views’ and ‘recommendations’, not verdicts; andlating states are ‘not fined or imprisoned’ but
obliged to ‘give due consideration to the viewshef committee’ and ‘provide a written response
within six months’. B Simmons, 'Should States Rafifotocol? Process and Consequences of the
Optional Protocol of the ICESCR' (2009) 27 (1) Nordburnal of Human Rights 64.
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health issue&” This results in a significant overfdpin their functions and there are
several implications based on this relationshipe TESCR’s General Comment No.
14 was drafted, according to a committee membeaxdtivess right to health
obligations that are deemed ‘absolutely essenbal also ‘formulated as broadly as
possible in order to take account of future develepts’?’’ Hence, state
implementation of such high-level guidance is hk&l be further shaped and
influenced by the WHO due to its legislating, pglimaking and technical assistance

functions®’®

In addition to providing input to the CESCR’s galexomments and ‘days of
general discussion’, the UN agencies and otherdsochuld provide valuable
assistance to the CESCR during the state repaatidgcomplaints procedures. The
CESCR'’s work in the examination of state report®ives a series of steps, which
include: pre-sessional working group meetings,odjaké with state representatives

about the report, and the drafting of concludingesisations’”® The CESCR’s

9> ECOSOC, 'Summary Record of the 10th Meeting :WR@it (2000) ECOSOC Committee on
Economic, Social and Cultural Rights (22nd Session)
<http://lwww.bayefsky.com/summary/portugal_cescr.£2c2000_sr.102000.php> (1 May 2000),
para. 29 and 32. (See also Chapter 3 — the Iiena& Institution for Health. The WHO’s normative
functions were described and discussed in thattehqp

97 Based on the institutional interaction framewoidcdssed in Chapters 2 and 4, the relationship
between the WHO and the CESCR could be charactesizgéembedded’. The WHO is
constitutionally mandated to uphold the ‘right talth’, which is embedded within the broader UN
institution for human rights (which includes the ER).

9 ECOSOC, 'Summary Record of the 10th Meeting :WRait , para. 32. (Another CESCR member
commented that the General Comment had to begdnaral and legal nature’. ECOSOC, 'Summary
Record of the 10th Meeting : Portugal', para. 38.)

978 A former Deputy UN High Commissioner for Human Rl (Bertrand Ramcharan) has commented
that ‘WHO’s engagement with human rights presentsgportunity to get practical and

meaningful about the right to health’. See WH@c&d Informal Consultation on Health and Human
Rights: Towards a WHO Health and Human Rights 8gyt(2000) World Health Organization
<http://www.who.int/hhr/Second%20Informal%20Conatitin%200n%20Health%20and%20Human
%20Rights.pdf> (4 April 2000), p. 3.
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working methods note that ‘[rlepresentatives oévaht specialized agencies and
other international bodies may also be inviteddotgbute at any stage of the
dialogue [with statesP®® While this stage of involvement would allow faitical
input for UN agencies and other bodies, UNAIDS hetsially pressed for earlier
involvement during the pre-sessional working grongetings. UNAIDS believes
that this would allow for ‘[a]dditional informatiofto] be presented in oral or written
form on States parties’ reports, thereby enhanitiadocus on specific areas of
concern’®®! There may even be value in involving UN ageneies other bodies
during the concluding observations stage, so tiesd organizations can help to
highlight how state ICESCR obligations pertaintates activities under their
respective institutions. In terms of the optiop@dtocol, there is also a potential role
for the UN agencies and other bodies. When awvichaial or group files a complaint
with the CESCR, the complaint might be relatech®olicies, laws or programmes
of another UN body. Hence, UN agency participatould be critical in such cases

to offer expert advice or clarification or addresgential conflict8®?in its policies.

It has been argued that coordination between E®QR and the UN agencies
and other bodies needs to be strengthened. Ipaittethe WHO’s engagement with

the CESCR has been criticized for being weak amdandinated whereby its

9 ECOSOC, 'Report on the Twenty-Fifth, Twenty-Siatid Twenty-Seventh Sessions (Supplement
No. 2), E/2002/22' (2002) ECOSOC Committee on EatinpSocial and Cultural Rights
<http://www.unhchr.ch/Huridocda/Huridoca.nsf/e06a8f20fa0238025668700518ca4/70c0860d2349
5a54c1256be50045d8ac/$FILE/G0240953.pdf> (20023, 22-39.

%0ihid., para. 36.

91 ECOSOC, 'Effective Functioning of Human Rights Magisms: Treaty Bodies' ., para. 47.

%2The UN agencies have to come to recognize than&murights violations’ could even be
‘committed by themselves’ and, hence, they arerpgreater attention to the human rights impact of

their work. See WHO, 'Second Informal ConsultatiorHealth and Human Rights: Towards a WHO
Health and Human Rights Strategy', p. 8.
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involvement was limited to the submission of a feworts to the CESCR and to the
provision of oral advice on some health-relatedéssat CESCR meetind$.
Officially, WHO is invited to submit information om country and attend state report
discussion meeting$® The information submitted typically includes ‘sséical
information and other data collected as part ofdgency’s] routine work’, but it has
been noted that agencies are also providing bastipe guidelines to assist CESCR
in its assessment of state compliafftédowever, given the intricate relationship
between the CESCR and WHO over state implementéd®described earlier), it
seems that both have a vested interested in wot&gegher more closely to help
states achieve their mutual objectives on heftlso, since the CESCR is unable
to address states that have not ratified the ICESIRRWHO possesses the critical

ability to influence member states that fall beydmel CESCR’s domaitt’ The

%3 Toebes, p. 100. See also Gruskin and Taran{ttds also interesting to note the “historically
ambivalent” attitude of the WHO towards human right is probably because of the conservatism of
the public health tradition, the suspicion that trie=alth care workers have of lawyers, and a degfree
caution and skepticism that is the residue of dssional attraction to a different and more
paternalistic principle, sometimes described bypiease "Nanny knows best.”. See M Kirby, 'The
Right to Health Fifty Years on: Still Skeptical2909) 4 (1) Health and Human Rights: An
International Journal 7, p. 21.)

%4 Toebes, p. 94.
95 Gruskin and Tarantola, p. 317.

98 On the subject of treaty body (e.g. CESCR) coatitim with UN specialized agencies and other
bodies, New Zealand considered this ‘to be entiaplyropriate where different bodies were working
towards the same objective, namely the promoti@hpntection of human rights as established by
international law’. It also commented that ‘[m]ealsans for regular dialogue, both among treaty
bodies and between them and other United Natiodiebpneeded to be developed and sustained’.
Cuba, on the other hand, expressed concern aleupdssibility that the so-called “rights-based
approach” might change the priorities of the agemidiunds and programmes to the detriment of the
long-term structural needs of developing countriedas] new demands would be placed upon
Governments of countries from the South without gngrantee that additional financial resources
would be mobilized for international efforts foethdevelopment needs ...". See ECOSOC, 'Effective
Functioning of Human Rights Mechanisms: Treaty Bedj para. 43-46.

%7t is also worth noting that the UN Special Rappor for the Right to Health has the ability to
monitor and report on states that have not ratifiedl CESCR. The three main objectives in the
Special Rapporteur’'s mandate include: ‘rais[ing] pinofile of health as a fundamental human right’;
‘increas[ing] the jurisprudential understandingtod right to health’; and ‘identif[y]ing good prams

on how the right to health has been respectedegexd and fulfilled’. See also WHO, 'Human Rights
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WHO appears to increasingly recognize the impogafhuman rights in its wotl
and seems to be making some progress on thisvitimstrategies and techniques to
develop a rights-based approach into the instittfloAn interesting complementary
role to the CESCR that the WHO envisions for itgelb assist states with the inputs
and outputs to the CESCR process. For exampl&Vth® has commented on the
UN Human Rights Treaty Bodies that it can ‘asstates Parties in ensuring that their
reports are up-to-date, accurate and comprehemsire¢ation to health’ as well as
‘[use] [its] country presence, [to] support actiorcatalyze, facilitate, and support the

implementation of treaty bodies’ concluding obsépres by governments®°

Conclusion

This chapter presented two new international egf@ire. the IGWG and the GTT) to
change the prevailing system of governance over AEMIso suggested a
potentially greater role for the under-recognizédl CESCR in dealing with the
matter of IAC for AEM. At present, the WHO findself in the epicentre of an array

of institutional interactions over the matter of ME In one set of interactions,

Day: Advancing the Dialogue on Health & Human Rgjli2002) World Health Organization
<http://www.who.int/hhr/information/en/Human_RighBay2002report.pdf> (10 Dec 2002), p. 6.

98 At a meeting in 2000, the then-WHO Executive Dioe¢David Nabarro) stated that ‘[hJuman
rights are at the center of how we should be wgrenWHO'. See WHO, 'Second Informal
Consultation on Health and Human Rights: Towar#¢H0O Health and Human Rights Strategy', p. 2.

99 See generally WHO Health and Human Rights. hitga#.who.int/hhr/en/ WHO, 'WHO
Consultations on Health and Human Rights' WorldIthe@rganization (Health and Human Rights)
<http://www.who.int/hhr/information/consultations/éxdex.html> (10 June 2008). (The WHO also
holds training sessions on ‘health and human rigbitsts staff at the WHO headquarters. The s@ssi
provides a basic primer on issues of human rightslation to health and is conducted by the ETH
Health and Human Rights team.)

990 WHO, 'Cooperation of Human Rights Treaty Bodiethwinited Nations Departments, Specialized
Agencies, Funds, Programmes and Non- Governmengarizations (Fifteenth Meeting of
Chairpersons of the United Nations Human Rightafir8odies)’ (2003) World Health Organization
<http://www.who.int/hhr/information/en/15thChairgensMtg%282003%29finall.pdf> (27 June
2003).
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namely international health and trade, the WHOd®adt with intellectual property
tensions confronting its member states over adoasedicines. In another set of
interactions, specifically health and developmarthe context of HIV/AIDS, the
WHO has found itself struggling to keep in stephvifie array of external changes
that have occurred since it was divested of im*s$Blobal AIDS programme almost
two decades ago. (Likewise, UNAIDS has found fitse& similar position as new
actors have entered the realm of HIV/AIDS initiasvarmed with the financial power
that it lacks.) Finally, in a third set of intetamns relating to health and human rights,
the WHO's role in asserting AEM as a core obligatid the right to health has been
weak and its relationship with the CESCR appeardgdd. Hence, one might ask

what opportunities these three structures provod¢hie WHO.

In the case of the IGWG and the resultant Globat&gy and Plan of Action,
the WHO could attain a much more prominent rolematters of intellectual property
that it previously did not possess. The IGWG psscén a sense, served as a ‘testing
grounds’ by developing countries as they pushexd #genda of ‘access and
innovation’ at the WHO. While the IGWG has beengsidered an effort to shift
some intellectual property matters (e.g. medicin@8)/HO, it is probably too early to
tell if this is the case. The implementation & tAlobal Strategy and Plan of Action
remains slow and the WHO's role has yet to be dtimaidy altered by the resolution.
Based on observations of the IGWG process, it apghat the WHO is working to
prove to states that it can assume leadershiptbgassue. The WHO'’s internal
efforts (through reorganization and strategy dgwalent) indicate an organizational
pro-active effort to appear capable and ready tivess the issues of intellectual

property and innovation. The recent developmentddveloped countries in the
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development of the ACTA, however, could provideedais challenge to the roles of
the WTO and WHO. At present, a shroud of secrecsoands much of the ACTA
negotiations among developed countries, so it é@dain what its precise terms are.
There is concern that the ACTA will incorporate PSplus measures; hence,

limiting AEM.

The GTT does not appear to have a significant impa¢he WHO's role in
the governance of HIV/AIDS amongst internationad amultilateral donors; however,
it could have a major impact on UNAIDS. As dis@tssUNAIDS has struggled in
its coordination role amongst the various UN agesiaind the later entry of the
Global Fund. Its lack of financial power madeiffidult to dictate and direct policy.
The GTT recognizes these challenges and makedftiete align the various UN
agencies into a cooperative relationship throudlviaion of labour to facilitate

operations.

The UN’s CESCR and WHO appear to hold complimentalsgs in the
promotion of AEM. As mentioned earlier in Chapethe WHO has developed an
array of AEM-related resolutions, but has not elserés monitoring and reporting
powers in relation to such recommendations. Tarslead to inconsistent or weak
compliance with WHO guidance. This chapter reviewe CESCR'’s established
periodic state reporting mechanism, which can timeestions at developed countries
on the matter of IAC for AEM. In addition, the patial added enforcement power of
its ICESCR Optional Protocol could add to the powfethis process and the

CESCR'’s authority in addressing ICESCR implemeatathatters, in general. The
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limitation of the Optional Protocol process is thatepends upon states being a party

to the ICESCR (which the US is not) as well as@ptional Protocol.
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Chapter 7. CONCLUSION

A substantial body of literature asserts that axte®ssential medicines
(AEM) is a core component of the right to healthdogwing upon an array of
authoritative guidance. Given developing countiieghility to meet this core
component for an array of priority health problefsisch as HIV/AIDS), there
have been recent efforts to establish the assdaisiernational assistance and
cooperation (IAC) duty for AEM. IAC for AEM, as &blished in Chapter 1
(Introduction), does not only encompass the finagar donation of essential
medicines (i.e. the duty to ‘fulfil’). 1AC also &ails the duties to ‘respect’ and
‘protect’ AEM in other countries. For example,pest would entail avoiding
measures that obstruct the realization of AEM lreotountries. Protection
requires states to account for AEM when engagingtarnational relations
(e.g. treaty negotiations and participation iniiné&ional organizations). It
also obligates states to prevent non-state aatays orporations) within their
jurisdiction from the interference of AEM in othewuntries. This thesis
builds upon the recent body of research, whichuishe$ the struggles in the
domestic implementation of AEM within developinguodries and the
establishment of IAC for AEM norms, in order to aekk the next critical

phase of IAC for AEM implementation by developedicwies.

Despite developing countries’ severe resource caings and their
need for AEM (as discussed in Chapter 1), the implgation of IAC for
AEM by developed countries has been weak and instemé. Hence, the

research aim of this thesis was to understand hdwustrialized states could
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be influenced to implement IAC for AEM standardshaa view to the
improvement of international governance over tbssie. This entailed three
sub-questions: (1) what is the current internalionder governing access to
essential medicines, (2) what are the processemanbanisms that the
international order has used to influence develaqmeohtries and how have
the countries responded, and (3) is there an alieenmodel to the current
governance structure that could lead to improvaulementation of
international assistance and cooperation by deedlapuntries. As discussed
in Chapter 2 (Theoretical Framework), it is impatteo recall that the
international order’'s methods of influence can assthree primary forms:
enforcement (i.e. formal penalties and sanctianshitoring and reporting,
and socialization®* Socialization is a broad concept that primaréljes upon
informal mechanisms and processes, which includenmaéinducement (e.g.
material rewards and punishments to coerce orenticoral-consciousness
raising (e.g. the use of dialogue in the form gfusnentation, persuasion, and
shaming), and acculturation (which depends onisgifased or social

pressures to motivate behavioural change).

To address the first sub-question on the currdgetmational order, the
thesis sets out to analyze the key internatiorstitutions involved in the
governance of AEM. Institutions, as discussedhayler 2 (Theoretical
Framework), play a central role in facilitating tingplementation of

international standards. They provide a frameworkule generation and

%1 These three forms do not mutually exclude eackraihd, in practice, they often happen in
combination.
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keeping society in alignment with theff. The WHO, which is the main
international institution for health, was analyzedhapter 3 based on Oran
Young's three institutional components (i.e. thbstantive, procedural, and
compliance components). The WHO carries out agafidunctions related
to AEM, such as the development of a ‘model listessential medicines, and
has generated a number of soft law resolutionsipéng to AEM. The WHO
has also developed a set of prominent programmgstéal at improving
AEM, which include the WHO Prequalification prognama and the ‘3 by 5’
initiative. Though the WHO possesses ‘hard lawvers (i.e. treaties and
regulations), it has rarely formed such laws. ddiaon, while the WHO
possesses the power to invoke state reportingegmiutions, it prefers not to
do so. The WHO is designated as the UN agencyfemational health, but
there have been growing concerns about its appk@abf power. Its ability
to issue hard law is member driven and lack of letaly control (due to
limited funds in its general budget) prevents thl@from exercising greater
organizational autonomy, such as setting policy @egramme directions.
WHO leadership can have a major impact on the tiime@and activities of the
organization, as seen during the term of DG Bramdt] but it is not certain if

the current DG will have the same impact.

The governance of AEM also involves the WHO int&éoas with the
international institutions for trade (i.e. WTO) aimgtitutions for development

(the World Bank, UNAIDS, and the Global Fund). Ghapter 4 (on the

992 North, p. 3-4; Helfer, 'Regime Shifting: The TRIRgreement and New Dynamics of
International Intellectual Property Lawmaking'14..



201

analysis of institutional interactions), these tsats of interactions were
characterized and studied for their implicationd aranagement potential.
The WHO's interactions with the WTO can be primadharacterized as one
of ‘overlap’ in terms of its norms. With the ediabment of the TRIPS
agreement under the WTO, the new internationall@tteial property rules
were seen to clash with the AEM standards uphelth&yVHO. Though this
concern led to the eventual establishment of th&ViDbha Declaration on
the TRIPS agreement and Public Health, the WHODeguin to broaden its
mandate to address the issues of trade and intellguroperty rights through
a series of WHA resolutions. It was interestingbserve that the WHO
relied heavily upon the processes of socializatilug, to a lack of enforcement
powers (in contrast to the WTQO’s dispute settlenme@thanism), in order to
influence its member states. These processesssama the forms of policy
guidance and legal interpretations (of intellecfu@perty law), technical
assistance (endorsing the use of TRIPS flexibgljtiand training sessions
(which include ‘diplomatic’ negotiations and policgherence sessions). As
indicated, these WHO functions are not necesseaailye neutral and provide
WHO with a means through which AEM norms can bege@zed and

protected.

The institutional interactions between the WHO #relWorld Bank
(also covered in Chapter 4) can be characterizéubaallel’ in the sense that
their objectives are not necessarily conflicting.(they both aimed to fight
HIV/AIDS) and some of their functions (e.g. the HAIDS programme

design and technical assistance) were similaering of AEM, the World
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Bank also relied on the processes of socializatlbeet out policy guides and
research publications endorsing the use of gengaitteer in procurement or
manufacturing). It also had a pharmaceuticals gtbat performed economic
analyses of the medicines and built in generic oieds policies into its loans
and grants. As noted in the World Bank discusdiois,may or may not have
had an influence in lowering market prices, binalkped to establish a new
standard among international assistance agenc@eaurement and
financing for the cost-effective utilization of garc medicines. Another
interesting observation, in the institutional isterons between health and
development, was the growing concern about HIV/A[p&ramme
redundancies, gaps, turf battles, lack of coordhnatind other inefficiencies.
The unforeseen implication was the establishmehwofmew HIV/AIDS
institutions, UNAIDS and the Global Fund, which oged in succession due
(in large part) to developed country concerns abimeiinefficiencies seen in
the UN system. The entry of the new institutiorsyaver, did not necessarily
make things more clear and organized due to ondmingaucratic struggles
between the institutions. The institutional intti@ns between health and
development eventually transformed into a stateahplexity’ with a
combination of both parallels and overlaps runrangss the HIV/AIDS

programme landscape.

While it is understood from the previous institut#b discussion that
the international order could apply a combinatibsaxialization,
enforcement, and monitoring and reporting to indste¢e behaviour towards

greater IAC for AEM, it is not clear how statespesd to these processes and
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mechanisms. Thus, to address the other half d¢hend sub-question posed
earlier, a case study of the UK was performedudysthe national
implementation of IAC for AEM. Given that the statoes not immediately
recognize IAC for AEM (via ratification and adoptiof this standard in
domestic law), it was determined that a modifiecsia of the ‘spiral model’
would be helpful in understanding how socializatioay influence states
towards acceptance of IAC for AEM. (The phasethsf modified spiral
model include: (1) denial, (2) tactical concessjdB% prescriptive status, and
(4) rule-consistent behaviour.) The U.K. casegtevealed two diverging
paths of progression in terms of: (1) trade andtheend (2) health and
development. In terms of international trade, ¢heas an initially similar
pattern of IAC for AEM denial by the U.K. (as paftthe E.C.), but it has
since progressed into the early stages of presaiptatus with the passage of
laws giving greater recognition to TRIPS flexibés for developing countries.
In terms of health and development, the U.K. ditlexactly deny IAC for
AEM initially; however, it appears to have starteith an array of tactical
concessions (e.g. evading the topic of compuldoensing and promoting the
less threatening options to intellectual propebigfore its current state of
explicitly recognizing IAC for AEM in its comprehsive global health
strategy. In contrast to some other developedtcesnthe U.K. is moving
towards bringing greater coherence (and consisjdretyeen its international
health and trade policies. This is very likelylirginced by efforts within the
international order (namely WHO) in promoting gezatolicy coherence in

state foreign policies between health and trade.
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The international order governing AEM has not remad static. The
various institutions and states have come to ragzeghe conflicts, overlaps,
and redundancies prevalent across the systemharelliave been efforts to
address these issues on two fronts — (1) the guatrdn of health and
intellectual property and (2) the coordination e&lith and development
assistance on HIV/AIDS (as discussed in Chapteids).the health and
intellectual property front, an IntergovernmentabMing Group (IGWG) was
formed at WHO to develop a Global Strategy and Bfafxction on Public
Health, Innovation and Intellectual Property. As talks covered a range of
matters pertaining to TRIPS and the Doha Declangts well as the
possibility of new mechanisms for future innovasrthe IGWG could be
perceived as an effort by developing countrieshifi the governance of
intellectual property (in terms of health) to théH@. A resolution was passed
affirming TRIPS flexibilities, cautioning states @RIPS-plus provisions,
directing the WHO director-general to consider amayof intellectual
property-related tasks, and forging additional @apon with the WTO;
however, it remains to be seen whether the WH® i®uthe task of
governing this issue. As mentioned in Chaptertl@ International
Institution for Health), the WHO faces an arrayraérnal challenges
(including resource constraints) in the governasfdeealth issues. The WHO
director-general’s apparent commitment to the issaerever, could be a
strong indicator of organizational change. Thetitatéral governance of
intellectual property (by either WHO or WTO), hoveeyfaces an emerging
challenge in the form of a plurilateral treaty amsina group of developed

countries called the Anti-Counterfeiting Trade Agreent. There is a
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possibility that developed countries will use th@erning structure to enforce
stronger intellectual property standards than TRARG will pressure

developing countries into joining the treaty aatef point in time.

On the matter of changes in the governance oflnealti development
assistance on HIV/AIDS (covered in Chapter 6), ab@l Task Team (GTT)
was formed to address the lack of coordination betwinternational and
multilateral donors on HIV/AIDS. UNAIDS, which leghd facilitated the
GTT process, had been struggling with the coordinatf its UN ‘partner’
agencies on HIV/AIDS since its formation in 1996he GTT provided an
opportunity for UNAIDS to define a ‘division of lalr’ that played upon the
strengths of each UN agency and attempted to reitheceverlaps and
conflicts in roles. This had an interesting impactthe WHO, World Bank,
and Global Fund as it set out different leadersbigs for each agency (e.g.
the WHO would lead on technical assistance, thel\Bank would lead on
monitoring and evaluation, and the Global Fund wdatus on financing
harmonization with the UN efforts). Yet, the GTdes not necessarily
eliminate agency roles on other functions as thisidn of labour details that
these agencies can play secondary (or supporteg in other areas. The
guestion remains, however, as to whether thisidwisf labour will
effectively eliminate the past turf battles thaquled the governance system
on HIV/AIDS. As each agency has built up a vestéerest in their
respective functions and programmes on HIV/AIDSrdkie past decade, it is
hard to see them easily relenting to the direatidNAIDS as underlying

lingering tensions still exist. In addition, thd Gseeks to coordinate at the
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country level. This raises the concern about wéretbuntry level
coordination will sufficiently address the institutal tensions between the
organizations. Furthermore, the GTT does not tdye@cldress the role of
PEPFAR, which is the single largest donor on HI\DA&Itoday. This leaves
concerns about the actual effectiveness of donamdaaation efforts when the

largest player in the field is not part of the &gy.

Chapter 6 also addressed the potential role ofthi€€ommittee on
Economic, Social and Cultural Rights (CESCR) ingbgernance of IAC for
AEM. The CESCR is the human rights body chargetl wionitoring the
implementation of economic, social and culturahtgy(including the right to
health and, thus, the core component of AEM). TESCR has a range of
useful mechanisms at its disposal, including gdreraments, days of
general discussion, the monitoring of state repgrtand the new Optional
Protocol (which provides an individual and groupngdaint mechanism, inter-
state communications, and an inquiries procedutegppears that the WHO’s
ability to influence states would benefit greatlyfbrging closer links with the
CESCR to leverage its implementation compliancelaeisms. For
example, as discussed in Chapter 3, the WHO ldeksdpacity and resources
to monitor state compliance with its body of resiolnus. Hence, its state
reporting mechanism has rarely been applied. ThEOWould potentially
work with the CESCR to address state issues anel tham bring relevant
WHA resolutions to the attention of states in tHeSCR’s concluding
observations in order to improve implementatiornt{palarly for IAC for

AEM). Another mechanism that may prove usefuhiftuiencing states on
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IAC for AEM is the Optional Protocol. It appealst the inter-state
communications and inquiries procedure would bé&gaarly useful in this
regard as it would allow state parties to raiseceoms about IAC for AEM
implementation with other states as well as peth@&tCESCR to engage in an
inquiry into this issue. These are powers thaMiii¢O and UNAIDS do not
possess and could help induce developed statesdagnize and consistently

apply in their international affairs.

While the findings of this research indicate sorapéhfor greater
implementation of IAC for AEM by developed coungje¢he general problem
of access to medicines remains a highly complaleis#\s defined at the
introduction to this thesis (Chapter 1), it wasedetined that the scope of this
research would only focus on access to essentidicmes. Hence, this
analysis has only covered existing medicines. Qrbader issue of access to
medicines also concerns the problem of the lackséarch and development
for the discovery of new medicines to treat a gigant group of ‘neglected
diseases’ (i.e. diseases that disproportionatédgiapoor populations and,
thus, does not create a viable market). This igrgant area of research for
the topic of international assistance and cooparati access to medicines
that should be addressed in the future. Alsoresgarch was strictly
concerned with state implementation of IAC for AEit there is also a
range of non-state actors (e.g. corporations aildmthropic organizations)
that possess social responsibilities in addressilg. This is another area of
research that needs to be better understood thfatigle investigation in

terms of how these actors are meeting developingtcpneeds.
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Table of Select World Health Organization Resolutias pertaining to

‘Access to Essential Medicines’

Year | Document Index WHA Resolution Title

2008 WHA 61.21 Global Strategy and Plan of ActionRublic Health,
Innovation and Intellectual Property

2007 WHA 60.30 Public health, innovation and irgetual property

2007 WHA 60.18 Malaria, including proposal for ddishment of World
Malaria Day

2006 WHA 59.26 International trade and health

2006 WHA 59.24 Public health, innovation essertedlth research anc
intellectual property rights: towards a global &gy
and plan of action

2004 WHA 57.14 Scaling up treatment and care wighcoordinated an
comprehensive response to HIV/AIDS

2003 WHA 56.30 Global health-sector strategy fovMIDS

2003 WHA 56.27 Intellectual property rights, inntea and public
health

2002 WHA 55.14 Ensuring accessibility of essentiadicines

2002 WHA 55.12 Contribution of WHO to the follow-ab the United
Nations General Assembly special session on
HIV/AIDS

2001 WHA 54.14 WHO medicines strategy

2001 WHA 54.13 Strengthening health systems in lo@wgg countries

2001 WHA 54.11 WHO medicines strategy

2001 WHA 54.10 Scaling up the response to HIV/AIDS

2000 WHA 53.14 HIV/AIDS: confronting the epidemic

1999 WHA 52.19 Revised drug strategy

1997 WHA 50.20 The quality of biological producteving in
international commerce

1996 WHA 49.14 Revised drug strategy
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WHA Resolutions mandating WHQO's involvement on AEMand/or

Trade-related Matters

WHA Resolution

Title

WHA 49.14
(Adopted in 1996)

Revised Drug Strategy

Requests the Director-General:
‘to report on the impact of the work of the WTO hwit
respect to national drug policies and essentiajsiaind
make recommendations for collaboration between WTO
and WHO, as appropriate’

WHA 52.19
(Adopted in 1999)

Revised Drug Strategy

Requests Director-General to:
‘... to support Member States in their efforts toelep
and implement policies and programmes that aclitexye
objectives of the revised drug strategy, includimg
development of tools, guidelines and methodology fo
evaluation and monitoring’;

‘... to cooperate with Member States, at their ratjue
and with international organizations in monitoreug
analyzing the pharmaceutical and public health
implications of relevant international agreements,
including trade agreements, so that Member States g
effectively assess and subsequently develop
pharmaceutical and health policies and regulatory
measures that address their concerns and prigaines
are able to maximize the positive and mitigate the
negative impact of those agreements’

WHA 53.14
(Adopted in 2000)

HIV/AIDS: Confronting the Epidemic

Requests the Director-General:
to continue strengthening the involvement of WH®aa
cosponsor of UNAIDS, in the United Nations system-
wide response to HIV/AIDS, including at country-étv

WHA 56.27
(Adopted in 2003)

Intellectual Property Rights, Innovation and Public Health

This resolution calls upon WHO to establish a btuly
study intellectual property rights and their impapbn
public health.

WHA 57.14
(Adopted in 2004)

Scaling up Treatment and Care within a Coordinatedand
Comprehensive Response to HIV/AIDS

Urges member states to pursue policies promoting
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affordability and availability of relevant medicmas a
matter of priority.

WHA 59.24
(Adopted in 2006)

Public health, innovation, essential health reseahcand
intellectual property rights: towards a global strategy and
plan of action

Requests the Director-General:

‘... to invite, as observers at the sessions of the
intergovernmental working group,

representatives of non-Member States, of liberation
movements referred to in resolution

WHAZ27.37, of organizations of the United Nations
system, of intergovernmental organizations

with which WHO has established effective relations,
and of nongovernmental organizations in

official relations with WHO, who shall attend the
sessions of the working group in accordance

with the relevant Rules of Procedure and resolstmh
the Health Assembly’.

WHA 59.26
(Adopted in 2006)

International trade and health

Requests the Director-General:
‘... to provide support to Member States, at thejuest
and in collaboration with the competent internagiion
organizations, in their efforts to frame cohereuligies
to address the relationship between trade andhiealt

‘... to respond to Member States’ requests for supgor
their efforts to build the capacity to understane t
implications of international trade and trade agreets
for health and to address relevant issues throogtigs
and legislation that take advantage of the potentia
opportunities, and address the potential challerthas
trade and trade agreements may have for health’;

‘... to continue collaborating with the competent
international organizations in order to supporigol
coherence between trade and health sectors aheggio
and global levels, including generating and sharing

evidence on the relationship between trade andHieal

WHA 60.30
(Adopted in 2007)

Public health, innovation and intellectual property
Requests the Director-General:

‘... to provide as appropriate, upon request, in
collaboration with other competent
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international organizations, technical and poliagort
to countries that intend to make use of

the flexibilities contained in the agreement ondea
Related Aspects of Intellectual Property

Rights and other international agreements in aer
promote access to pharmaceutical

products’>® and to implement the Doha Ministerial
Declaration on the TRIPS Agreement and

Public Health and other WTO instruments'’.

WHA 61.21 Global Strategy and Plan of Action on Public Health
(Adopted in 2008) | Innovation and Intellectual Property

Requests the Director-General ‘in implementingglobal
strategy and agreed parts of the plan of actiohowit prejudice
to the existing mandates’:

‘... to coordinate with other relevant international
intergovernmental organizations, including WIPO,
WTO and UNCTAD, to effectively implement the
global strategy and plan of action’.

993 A footnote was included on point within WHA 60.3lhe WTO General Council in its Decision

of 30 August 2003 on Implementation of paragraml the Doha Declaration on the TRIPS
Agreement and Public Health decided that “pharmigcaproduct” means any patented product, or
products manufactured through a patented procétise pharmaceutical sector needed to address the
public health problems as recognized in paragraphtfie Declaration. It is understood that active
ingredients necessary for its manufacture and distimkits needed for its use would be included’.
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Official WTO Text

DECLARATION ON THE TRIPS AGREEMENT AND PUBLIC HEALT H
Adopted on 14 November 2001

1. We recognize the gravity of the public healtblpems afflicting many developing and least-
developed countries, especially those resultinonfrtiV/AIDS, tuberculosis, malaria and other
epidemics.

2. We stress the need for the WTO Agreement oneFRelated Aspects of Intellectual Property
Rights (TRIPS Agreement) to be part of the widdfamal and international action to address these
problems.

3. We recognize that intellectual property protatis important for the development of new
medicines. We also recognize the concerns abmafficts on prices.

4, We agree that the TRIPS Agreement does notlamuld not prevent Members from taking
measures to protect public health. Accordinglyilevieiterating our commitment to the TRIPS
Agreement, we affirm that the Agreement can andilshibe interpreted and implemented in a manner
supportive of WTO Members' right to protect pultigalth and, in particular, to promote access to
medicines for all.

In this connection, we reaffirm the right of WTCelbers to use, to the full, the provisions in
the TRIPS Agreement, which provide flexibility fdns purpose.

5. Accordingly and in the light of paragraph 4 abowhile maintaining our commitments in the
TRIPS Agreement, we recognize that these flexieditnclude:

a. In applying the customary rules of interpretatidmpoblic international law, each
provision of the TRIPS Agreement shall be readhalight of the object and purpose of
the Agreement as expressed, in particular, inbjeatives and principles.

b. Each Member has the right to grant compulsory tiesrand the freedom to determine the
grounds upon which such licences are granted.

C. Each Member has the right to determine what cartiesita national emergency or other
circumstances of extreme urgency, it being undedstbat public health crises, including
those relating to HIV/AIDS, tuberculosis, malariadeother epidemics, can represent a
national emergency or other circumstances of exdrergency.

d. The effect of the provisions in the TRIPS Agreentbat are relevant to the exhaustion of
intellectual property rights is to leave each Mentbee to establish its own regime for
such exhaustion without challenge, subject to tffNNnd national treatment provisions
of Articles 3 and 4.

6. We recognize that WTO Members with insufficienho manufacturing capacities in the
pharmaceutical sector could face difficulties inking effective use of compulsory licensing undex th
TRIPS Agreement. We instruct the Council for TREBSind an expeditious solution to this problem
and to report to the General Council before theadrD02.

7. We reaffirm the commitment of developed-coumigmbers to provide incentives to their
enterprises and institutions to promote and engautachnology transfer to least-developed country
Members pursuant to Article 66.2. We also agreettie least-developed country Members will not
be obliged, with respect to pharmaceutical produotanplement or apply Sections 5 and 7 of Part Il
of the TRIPS Agreement or to enforce rights prodifla under these Sections until 1 January 2016,
without prejudice to the right of least-developedintry Members to seek other extensions of the
transition periods as provided for in Article 6@flthe TRIPS Agreement. We instruct the Counadail fo
TRIPS to take the necessary action to give eftetitis pursuant to Article 66.1 of the TRIPS
Agreement.
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SOURCE: World Trade Organization. WT/MIN(01)/DEGZD November 2001)
http://www.wto.org/english/thewto_e/minist_e/min@mindecl_trips_e.doc

Implementation of paragraph 6 of the Doha Declaratin on the TRIPS Agreement and
public health
Decision of the General Council of 30 August 2003

The General Council,

Having regard to paragraphs 1, 3 and 4 of Artisle1 the Marrakesh Agreement Establishing the
World Trade Organization (“the WTO Agreement”);

Conducting the functions of the Ministerial Confaze in the interval between meetings pursuant to
paragraph 2 of Article IV of the WTO Agreement;

Noting the Declaration on the TRIPS Agreement amboliP Health (WT/MIN(01)/DEC/? (the
“Declaration”) and, in particular, the instructiohthe Ministerial Conference to the Council for
TRIPS contained in paragraph 6 of the Declaratiofind an expeditious solution to the problem af th
difficulties that WTO Members with insufficient oo manufacturing capacities in the pharmaceutical
sector could face in making effective use of corspry licensing under the TRIPS Agreement and to
report to the General Council before the end 02200

Recognizing, where eligible importing Members sgekbtain supplies under the system set out in this
Decision, the importance of a rapid response tedheeeds consistent with the provisions of this
Decision;

Noting that, in the light of the foregoing, exceptal circumstances exist justifying waivers frora th
obligations set out in paragraphs (f) and (h) dfcde 31 of the TRIPS Agreement with respect to
pharmaceutical products;

Decides as follows:

1. For the purposes of this Decision:

(a) “pharmaceutical product” means any patentedy or product manufactured through a
patented process, of the pharmaceutical sectoredgedaddress the public health problems as
recognized in paragraph 1 of the Declaration. linderstood that active ingredients necessary
for its manufacture and diagnostic kits neededtfouse would be included; )1

(b) “eligible importing Member” means any least-dmped country Member, and any other
Member that has made a notification {@ the Council for TRIPS of its intention to ube
system as an importer, it being understood thaeabkr may notify at any time that it will
use the system in whole or in a limited way, foample only in the case of a national
emergency or other circumstances of extreme urgengycases of public non-commercial
use. It is noted that some Members will not usestistem set out in this Decision as
importing Members_(Band that some other Members have stated thagyfuse the system,
it would be in no more than situations of natiosalergency or other circumstances of
extreme urgency;

(c) “exporting Member” means a Member using thdesysset out in this Decision to produce
pharmaceutical products for, and export them teelaible importing Member.

2. The obligations of an exporting Member undgicle 31(f) of the TRIPS Agreement shall be
waived with respect to the grant by it of a compuojdicence to the extent necessary for the purpose
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of production of a pharmaceutical product(s) asaiport to an eligible importing Member(s) in
accordance with the terms set out below in thiag@ph:

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

(i) specifies the names and expected quantifiéseoproduct(s) needed)(5

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

(iii) confirms that, where a pharmaceutical prodsqgtatented in its territory, it has granted or
intends to grant a compulsory licence in accordavitie Article 31 of the TRIPS Agreement
and the provisions of this Decision){(6

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

(i) only the amount necessary to meet the nettleceligible importing Member(s) may be
manufactured under the licence and the entiretiisfproduction shall be exported to the
Member(s) which has notified its needs to the Cddoc TRIPS;

(ii) products produced under the licence shalktlearly identified as being produced under
the system set out in this Decision through spettfelling or marking. Suppliers should
distinguish such products through special packagirdjor special colouring/shaping of the
products themselves, provided that such distingidaasible and does not have a significant
impact on price; and

(iiif) before shipment begins, the licensee shaditmm a website jhe following information:
- the quantities being supplied to each destina®referred to in indent (i) above; and

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

(c) the exporting Member shall notify)(8ie Council for TRIPS of the grant of the licence
including the conditions attached to_i) (he information provided shall include the name
and address of the licensee, the product(s) foclmthie licence has been granted, the
guantity(ies) for which it has been granted, thentoy(ies) to which the product(s) is (are) to
be supplied and the duration of the licence. Thdication shall also indicate the address of
the website referred to in subparagraph (b)(iig\ah

3. Where a compulsory licence is granted by gooding Member under the system set out in this
Decision, adequate remuneration pursuant to Ar8tid) of the TRIPS Agreement shall be paid in
that Member taking into account the economic védutie importing Member of the use that has been
authorized in the exporting Member. Where a congyliicence is granted for the same products in
the eligible importing Member, the obligation oativiember under Article 31(h) shall be waived in
respect of those products for which remuneratioacitordance with the first sentence of this paggygra
is paid in the exporting Member.

4. In order to ensure that the products impouteder the system set out in this Decision are fmed
the public health purposes underlying their imptiotg eligible importing Members shall take
reasonable measures within their means, propotgdonaheir administrative capacities and to tk& ri
of trade diversion to prevent re-exportation of pneducts that have actually been imported intar the
territories under the system. In the event thatlaible importing Member that is a developing ctiyn
Member or a least-developed country Member expeeiguifficulty in implementing this provision,
developed country Members shall provide, on reqaedton mutually agreed terms and conditions,
technical and financial cooperation in order tdlfiate its implementation.

5. Members shall ensure the availability of effeclegal means to prevent the importation intwd a
sale in, their territories of products producedemtie system set out in this Decision and divetted
their markets inconsistently with its provisionsijng the means already required to be availablerund
the TRIPS Agreement. If any Member considers theah sneasures are proving insufficient for this
purpose, the matter may be reviewed in the CodioiciTRIPS at the request of that Member.
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6. With a view to harnessing economies of saaletfe purposes of enhancing purchasing power for,
and facilitating the local production of, pharmatieal products:

(i) where a developing or least-developed countlyOAMember is a party to a regional trade
agreement within the meaning of Article XXIV of tATT 1994 and the Decision of

28 November 1979 on Differential and More Favoueahieatment Reciprocity and Fuller
Participation of Developing Countries (L/4903)|esst half of the current membership of
which is made up of countries presently on the éthiflations list of least developed
countries, the obligation of that Member under @eti31(f) of the TRIPS Agreement shall be
waived to the extent necessary to enable a phautiealeproduct produced or imported under
a compulsory licence in that Member to be expottetthe markets of those other developing
or least developed country parties to the regitragle agreement that share the health
problem in question. It is understood that thid ndt prejudice the territorial nature of the
patent rights in question;

(ii) it is recognized that the development of spsteproviding for the grant of regional patents
to be applicable in the above Members should bmpted. To this end, developed country
Members undertake to provide technical cooperati@ccordance with Article 67 of the
TRIPS Agreement, including in conjunction with athelevant intergovernmental
organizations.

7. Members recognize the desirability of promgtine transfer of technology and capacity building

in the pharmaceutical sector in order to overcdmeeproblem identified in paragraph 6 of the
Declaration. To this end, eligible importing Memband exporting Members are encouraged to use
the system set out in this Decision in a way whicluld promote this objective. Members undertake to
cooperate in paying special attention to the temsf technology and capacity building in the
pharmaceutical sector in the work to be undertgkesuant to Article 66.2 of the TRIPS Agreement,
paragraph 7 of the Declaration and any other relewark of the Council for TRIPS.

8. The Council for TRIPS shall review annuallg flanctioning of the system set out in this Decisio
with a view to ensuring its effective operation ata@ll annually report on its operation to the Gahe
Council. This review shall be deemed to fulfil iewiew requirements of Article 1X:4 of the WTO
Agreement.

9. This Decision is without prejudice to the tigjhobligations and flexibilities that Members have
under the provisions of the TRIPS Agreement othantparagraphs (f) and (h) of Article 31, including
those reaffirmed by the Declaration, and to thatieripretation. It is also without prejudice to theéent

to which pharmaceutical products produced undemapailsory licence can be exported under the
present provisions of Article 31(f) of the TRIPSragment.

10. Members shall not challenge any measures tiakeonformity with the provisions of the waivers
contained in this Decision under subparagraphsdritd)1(c) of Article XXIII of GATT 1994.

11. This Decision, including the waivers granted, shall terminate for each Member on the date o
which an amendment to the TRIPS Agreement replatsngrovisions takes effect for that Member.
The TRIPS Council shall initiate by the end of 20@&k on the preparation of such an amendment
with a view to its adoption within six months, dretunderstanding that the amendment will be based,
where appropriate, on this Decision and on thén&urtinderstanding that it will not be part of the
negotiations referred to in paragraph 45 of thedilinisterial Declaration (WT/MIN(01)/DEC)1

SOURCE: World Trade Organization. WT/L/540 andrClo(1 September 2003)
http://www.wto.org/english/tratop e/trips_el/implepara6_e.htm
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