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Abstract

Restrictive provisions in international trade agneats, particularly trade related intellectual
property rights (TRIPS), are impeding access terggd medicines in developing countries,
making medicines unaffordable to poor people. &ktent to which trade restrictions have
adverse effects on health and economic developméiji and the Pacific region may depend
critically on how Pacific Island Countries copewihe forces of regionalism and the realities
of joining the global trading system, where thene @aressures to make concessions in TRIPS.
Yet awareness is relatively low. A central questio be asked here is what underlying factors
shape how Pacific islanders view trade and acoes®ticines, notably in the area of trade,
health, local culture, and human rights and whattlae regional and national responses to
mitigate potential trade impediments. By combingngublic health lens with a multi-sector
review of population health trends, intellectuadgerty rights law, trade policymaking, and
human rights, this research elaborates multidis@py findings that are usually less evident
because they are conventionally researched andgedmen a sector-by-sector basis. The
findings suggest human rights are less significathis debate, with challenges associated
with small island developing states, local cultymadferences and pressures from regionalism,
having more of a direct influence. The combinddatfof these factors may be creating a
unique context that is leading the Pacific regiohto deal with these issues as well as some
other developing countries might. This paper disousses the emergence of two new
challenges for human rights theory; to promotectblective rights of individual countries in

the ‘new regionalism’, and the relationship withditional knowledge.
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Chapter 1: Describing this research

1.0 Introduction

“The best form of leadership in this (access to igieds) debate is coalition leadership”.

Excerpt from, Ethics and the Pharmaceutical Ingustr

The global campaign on access to medicines greheitate 1990’s in response to the major
health crises in developing countries, compoundedIV/AIDS, where those most in need of
medicines were the least able to afford them (Mag082). Obligations in multilateral and
free trade agreements (FTA), including trade relat&ellectual property rights (TRIPS),
pharmaceutical patent examination and pharmacépticéng strategies (Danzon and Towse,
2005), are the aspects of trade that most influancess to medicines in developing countries
and the structure of the global pharmaceutical strigu(Abbott, 2005; Drahos, 2005).

The nub of the campaign centres on how these faptomote private rights over public
commons (Drahos, 2005; Tansey, 2005; Ulrich, 2@l restrict development policy space
in developing countries (Wade, 2005; Chang, 20@)ponents contend these block generic
competition, raise drug prices, and divert R&D isiveent away from neglected diseaSes
(Mayne, 2002; Balasubramanian, 2002). Yet proptsneaim the enforcement of strong
intellectual property rights (IPR) encourages tedtbgy and knowledge transfer and
incentivises research; a globalised IPR systempsatluce economic growth for all who
participate (Stiglitz, 2005).

Paradoxically, these supply-side constraints aoelds with the triple burdehof diseases
afflicting developing countries, which is driving dlemand for R&D and affordable
medicines (UNESCAP, 2007), and a growing recogmitiat health is fundamental to

accomplishing economic and social development (WERID,/a).

! See reference Santoro and Gorrie, 2005, pp. 258

2 Seewww.WHO.int, for diseases categories: Category I,1l (negtbdiseases), Ill (very neglected diseases)
® These include: communicable disease, that disptiopately affect developing countries, non comneabie
diseases and pandemics



In this chaos, a variety of independent initiatiaes underway that have the potential to
gradually transform the un-level playing field,that more medicines reach the poor in
developing countries. Thailand’s defiant applicatof compulsory licences (CL); new global
solutions to improve R&D and drug supply discusaethe World Health Assembly; a human
rights committee (ICESCR) urging Costa Rica toeevCAFTA under the right to health;
prizes to replace patents to encourage R&D (Lo087% political pressure for he US to back
out TRIPS-plus from the Peru-US FTA,; a call for ptiion of human rights norms by drug
companies (Hunt, 2006; Oxfam, 2007a); inclusiohedlth in foreign policy with the
emergence of a new global health diplomacy (WH@,72); and elevation of intellectual
property rights to the highest level in the Worlddith Organisation (WHO) structure, are

some examples.
The neoliberal context of the access to medicineglohte

Tensions arise between access to medicines aryloiba! trading system because the latter is
an axiom of the neoliberal consensus (Hesterm@@87). Human rights instruments are the
most comprehensive socioeconomic rights framewatgide this system; providing a counter
balance by placing public goods, such as healbyepurely economic growth (Robinson,
2006). However this arrangement pits ‘soft lawaiagt ‘hard law’, which often means

neoliberalism dominates (Uvin, 2004).

Furthermore, proponents of intellectual propergts enforcement, for example, the US, EU,
Japan and transnational companies, continue toulatestronger protections which are
spread globally through FTAs. This trend is rein&mt by the trilateral agreement between the
three major trading blocs (US, EU and Japan) tmbaise their patent offices and by political
coercion to join the Patent Cooperation Treaty (PQfhat then acts as a ‘patent pipeline’ by

streamlining patent registration in developing does (Drahos, 2007).

This research acknowledges that structural anddiahlimitations place significant

impediments on access to medicines at a countgy,Iparticularly in small island developing

* For a description of PCT see Section 3.4.1



states where the logistics and costs of providifiglaange of health services to remote
islands are high. However, this research is corezkabout the gross asymmetry between
developed and developing countries ao&v the current systems are not providing stronger
incentives to make sure medicines reach peopleed (Balasubramaniam, 2002). The
technology for treating tuberculosis is an exangblthis. Tuberculosis is a significant
infectious disease in developing countries, inelgdhe Pacific region. However, the
technology for treating tuberculosis is over 30rgedd and growing resistance is diminishing
its effects. Despite this, there were only sixgdréor treating tuberculosis in clinical

development in 2006 compared with around four heddor treating cancer (WHO, 2007a).

What determinants influence access to essential methes?

The WHO defines essential medicines as those nmedi¢hat are necessary to satisfy the
healthcare needs of the majority of the world’sydapon and therefore ought to be available
to all individuals, in adequate dosage, and atrdéfole prices. It estimates that approximately
one third of the world’s population lacks accessgsential medicines, with the proportion

being as high as two thirds in some of the poaresnhtries in Africa and Asia.

The WHO Essential Medicines List (EML) is a listragdicines to satisfy the majority of
healthcare needs in developing countries, makiegster for developing countries to procure
affordable, safe medicines. Of the 312 medicimethe list in 2006, only sixteen are newer
patented drugs, including fourteen for the treatnoéiil\V/AIDS. No patented drugs for non
communicable diseases, for example, cancer, disbatéor ischemic heart disease, are
included. This is despite the fact that non comicabile diseases are the leading cause of
mortality in low-income countries, including in tRacific region, and that many new drugs

offer substantial improvements in their treatment.

Some groups argue the EML contains enough varietidsug, with a few exceptions, to
satisfy the majority of health needs in developingntries (Mould, 2004) while others are
pushing for modifications. Still others argue tbatveloping countries don't take full

advantage of the WHO EML at present and thereflooalsin’t need to criticise



pharmaceutical companies or to raise compulsoenties that override pharmaceutical
patents (Lofgren, 2007).

There are multiple determinants influencing ac¢essedicines, globally and in the Pacific.
Many originate from outside the health sector, hggtiing the complex linkages between
health, poverty, development and trade. They theludomestic factors, for example, lack of
adequate finance, limited, or no, domestic manufagy capacity; market factors, for
example, undisclosed, differential pricing stragsgiand trade factors, for example Bilateral
Investment Treaties (BIT%) Some of the adverse effects of the internal doiméactors are
compounded in the Pacific region because of thearus logistics of delivering a full range of
services to isolated, remote islands with limiteflastructure and resources. The particular
focus of this research is on the implications deexal trade factors and on private property

rights that are legally enforced through TRIPS agrents.

1.2 Anticipating the need for this research

Most advocacy for access to medicines is centrddI®HAIDS (Maynes, 2002). However,
with the exception of Papua New Guinea (PNG), whHKAIDS is an epidemic

(Tukuitonga, 2008) the incidence is relatively low in most other #ladsland Countries
(PICs). HIV/AIDS therefore does not provide thengacatalyst for advocacy for access to
medicines as in other countries. Alternatively, tbgion is experiencing the double burden of
disease with non communicable diseases (NCDs) roauating for most deaths, and poor
health indicators contributing to the poverty teagl to political and human insecurity
(Tukuitonga, 2006).

Unlike some neighbouring emerging economies, sachhailand, where access to medicines

® BITS have been signed with a number of PICs. Bt&S§ mean use of public health safeguards eg. ihose
TRIPS flexibilities could be expropriation and sguire compensation from the host government tanestor
from the other country in an international tribun@hey are not enforceable through trade sancti@mne are
listed onhttp://www.unctadxl.org/templates/DocSearch779.aamwww.paclii.orgreferred to in a conference
presentation by Ms Sanya Reid Smith, Third Worldviek, Regional High Level Consultation on HIV arde
Law April 2007, Auckland NZ on file with the author

® Though there is an increasing trend in Fiji.




has a high public profile (because of HIV/AIDS) dmehlth and human rights advocacy is
well organised, in the PICs, and in Fiji, the p@fppears to be comparatively low, and the

topic has not generally featured on the trade alth@gendd.

Research to gain insights into how Pacific islardeew trade and access to medicines, which
is the topic of this research, and the reasonthilack of priority it is accorded, is vital;
especially as the regional trade landscape is @batitange with the EU EPA. This research
uses a public health sector perspective, as distimm a trade sector perspective, to evaluate
the factors influencing people’s views and the iotjd trade and TRIPS on access to
medicines.

Furthermore, to my knowledge a comprehensive ogervand the relationship between, the
four systems (population health trends and seryingslectual property rights law, the
process of trade policymaking, and human rights)ra been documented in one paper
before. These four separate, but interrelatedesyshave a profound impact on access to
medicines in developing countries and the struadfitbe global pharmaceutical industry.
This multi-system approach | will apply, may pro&id new tool for policymakers and
development practitioners working in the trade hedlth sector, where conventionally these

issues are managed in isolation, using a secteebtipr approach.

The main focus of this research will be on Fiji,igfhis set within the broader Pacific context.
As small island economies, Fiji and other PICs facenomic and geographic barriers that
make them dependent on foreign trade and investthanis secured through trade
agreements with developed countries. Fiji's tradiéicymaking is dominated by issues
relating to regionalism (Crocombe, 2005), neolibsna (Slatter, 2006), the re-negotiation of
major trade agreements, such as EU- EPA and PAGEBRK may be triggered under
Cotonou), the Sugar Protocol with the EU and exjoansf multilateral agreements under

WTO into services, intellectual property rights andestment.

" An exception appears to be the substantial knayded the Chief Pharmacist, and senior staff af Fij
Pharmaceutical Services and a staff member of fR8.Prhe Chief Pharmacist has provided a poinefdrence
for some other PICs that have sought assistangederstand the trade issues relating to medicm#seir own
countries



Another factor of importance in this thesis is timDecember 2007, Fiji and Papua New
Guinea, under external pressures from the EU, ezkd to sign individual agreements with
the EU instead of continuing to negotiate a redieeanomic partnership with all 14 PICs.
Earlier versions of the EU draft agreement offdredfrican and Caribbean regions included
TRIPS-plus provisions (CIEL, 2007), which were oppd by the international development
community (Correa, 2007). In September 2007 thehBtsignaled that IPR issues would be
negotiated with the PICs in 2008 if a regional expuit partnership agreement was signed by
the 14 PICs by the December 2007 deadline. lbig/et clear, when the EU intends to
negotiate IPR issues with Fiji and PNG.

Fiji’'s existing national IPR law, inherited fronsitolonial past, does not contain all of the
WTO TRIPS safeguards. A more development-frienéhgsion, that removes these
inflexibilities, was recommended to the Fijian Govaent in 2003 by an expert
commissioned by the WHO. Although the benefitdaihg this were acknowledged at the
time, the law has not yet been re-drafted by thterAey Generals Office. The reason for this
delay is unclear. Progress has been further hidtkaving the 2006 coup. Furthermore, Fiji is
not a member of Patent Cooperation Treaty (PCT)iny2007 the Fijian Patent Office already
had over one hundred and twenty pharmaceuticah{zategistered. Information about what
drugs and companies these were for is not readdiable.

While the empirical evidence isn’t any where asksés for HIV/AIDS (that galvanised the
access to medicines debate in other developingtaesnthere is nevertheless one example in
Fiji of a drug (the antipsychotic, Olanzapine),grdéed in 1998, that is in high demand because
of its low side effects. Fiji is required to paté&ianzapine to comply with WTO obligations.
However if, for example, Fiji was to sign a tradgeement with the EU that contained
TRIPS-plus, this 20 year monopoly could be extergednother five, or even 20, years. This
extension would mean these drugs would continmasbthe Fijian Government more than if
it had declared its public good priorities (Shaft&d05) and refused to sign away WTO TRIPS

safeguards.

Furthermore, although not directly caused by tiaggediments, drug stock-outs in hospitals



and clinics are not infrequent (Bailey, 2004). Wd&r a specified range of generic medicines
are publicly funded and freely available to thedfijpublic through hospitals and clinics,
when this happens the public are expected to ghgriae at a private pharmacy. Anecdotal
evidence suggests many people often miss out ge g&sential medicines because they
cannot afford them. The price sensitivity reing@ two-tier health system and social
inequality (Marmot and Wilkinson, 1999). Empiricdalidies on the affordability of drugs in

Fiji and the PICs are very limited, but again wohédvaluable.

This combination of these and other factors suggéste is a growing urgency to commence
developing national and regional strategic andcgakesponses to assess and mitigate any
future trade restrictions and the effects of th@saccess to medicines. In a worst case
scenario, TRIPS inflexibilities may be signed avogytrade negotiators, with little attention to
their health costs. Once integrated into natitegiklation, these obligations might sit, like a
‘trojan horse, to be triggered at a later stage when the Ministiyealth or private
pharmacies may wish to import a particular drug aredrestricted from using safeguards,

such as parallel importation.
There is an immediate need to begin raising themggfevels of awareness and to commence

the internalisation of policies in the trade andltiesector, in order to limit any potential

impact on health development in the future.

1.3 Aim and objectives

Aim

The primary aim of this research is:

To evaluate whether current trade obligations, sagclirade Related Aspects of Intellectual
Property (TRIPS), impede access to essential,ddfide medicines in Fiji and to suggest

national and regional responses, including humgtrtsiinstruments, which might address this
by putting a public health perspective into tradd property rights.



Objectives

The primary objectives are:

1. To assess any reported trade-related restricbaraccess to essential medicines in Fiji,

including any potential impacts of future regiotrade agreements.

2. To assess whether trade related impacts onsaatzesedicines is on the agenda in the
public or civil society sector in Fiji and, if ndfy determine why, and what, factors would

trigger PICs adopting this focus.

3. To identify which stakeholders have a role ittipg a public health perspective into trade
and intellectual property law and whether the imddrade obligations on access to

medicines is factored into trade negotiations.

4. To evaluate whether trade-related impacts oasacto medicines are taken into
consideration in  regional integration initiasvielentified under the Pacific Plan; in
particular, the review of collective medicines proement and regulation, and regional

integration of intellectual property rights.

5. To assess the general scope, for using humiais figstruments to protect access to

medicines in Fiji.

6. Based on the analyses, suggest national anochedgiesponses that are culturally and
politically appropriate, to mitigate trade-relafedtors from impacting on access to essential
medicines. Such responses might include humatsrigbtruments (along with a range of
other strategic, policy and advocacy initiatives$igned to mainstream a public health
perspective into all aspects of international trdde impact on access to medicines. This will
include: (i) the analysis of international tradeesgnents (in particular TRIPS and Bilateral

Investment Treaties (BITS), (ii) drafting of natainntellectual property law, and (iii) the



examination of pharmaceutical patents.

These primary objectives are underpinned by a skrgrobjective, which is:

7. To describe how four seemingly, separate systeonk, and interrelate, in Fiji and the
Pacific region, so that a cross sector analysis lbeayndertaken under the primary objectives.

These are:

(1) Pacific population health trends and public hesditvices, including national
medicines policy and procurement and how globa¢sws for treating
communicable diseases eg. Global Fund, UNICEF timm@longside national
procurement;

(i) intellectual property law, including pharmaceutipatent law and examination;

(i) the process of trade policymaking, the capacitytride and health advocacy and
the key multilateral and free trade agreements$ydicg the potential impact of
proposed agreements currently under negotiatiarh as EU EPA;

(iv)  the application of human rights instruments, irtipatar the right to health (and to

access to medicines).

1.4 Epistemology

Epistemology, or the theory of knowledge, is thenoh of philosophyvhich is concerned
with the nature and scope of knowledge description of the various epistemologies
associated with different worldviews and of thesidarable academic debate about each of
these is not included in this researdhstead, | identify the epistemology that besdadies

my research position and how this has influencedrbthodology.

The epistemology used in this research can brdasliglassified as Critical Realism; a blend
of Realism and Critical Theory. My approach is Ran that | accept that a real world exists
outside, and independently, of our senses and pgsos. It also seeks to find out how

something happens (causal mechanisms) and howsasenphenomenon it is (empirical



regulatory) in order to influence its root caud€sgdhin and Tate, 2000). Realism considers
these root causes stem from people’s knowledgerr#tan simply experiences (the latter is

associated with Pragmatism, another epistemology).

The Critical Theory that accompanies this Realism@sisociated with reformulations of
Marxism (Johnston et.al., 2000) which considerspiimpose of social research is to enable
people to act on their findings to improve societyrocess referred to as emancipation.
Unlike classical Marxism however, Critical Theosi$tave a broader view of interactions
between individuals and society than as just a sieanapital production (exchange of labour
for a wage); taking into account other dynamicjadactors into its research (Johnston et.al.,
2000).

Building on the different types of science is theagnition of different types of research. For
example, it is possible to select a position althegcontinuum between descriptive and
explanatory, or value-free and action- baseds iltnportant to identify positionality because

individuals do not conduct research in a vacuumr(®uand Overton, 2003).

My positionality is best described as ‘action-basedearch instead of ‘value-free’ research,
and as ‘problem solving’ as opposed to ‘explordiagd as ‘market-oriented’ and ‘applied’
rather than as ‘pure’ and ‘academic’. This is illated by the research methodology, which
seeks to comprehensively describe four systemsrtipetct on access to medicines, the
potential impact this may have on the health andbe@g of individuals, and how this may
inform local responses to mitigate any impedimefitisis approach is also consistent with the
purpose of Critical Theory which seeks to descphlmesses and relations and to
communicate these so that people may act upon tihémprove society (Murray and

Overton, 2003).

1.5 Research lens

This research uses a public health sector perspeeis distinct from a trade sector

perspective, to evaluate the impact of trade anilPBRN access to medicines. This approach
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is underpinned by two fundamental principles. t-itse concept of using trade (and of using
TRIPS) as a means to promote sustainable soc@ipeac and environmental development,

rather than to prioritise economic and financialvgth regardless of the social costs (Winters,
2005), and secondly, the principle that trade gaBmot central, but is complementary, to

alternative domestic, heterodox, institutional maons (Rodrik, 2001).

Furthermore, it is important to clarify that | amtrusing human rights theory as a ‘lens’ to
evaluate IPR and access to medicines, but as pgutite. As stated above, my aim is to
elaborate whether aspects of trade and IPR cuyrenglede access to essential medicines in
Fiji and to suggest national and regional respotséelp mitigate these. A human rights
perspective is considered here as one responsg \&ith a range of other strategic, policy
and advocacy responses, which might address tipsitbyng a public health perspective into
trade and property rights. My research therefockigtes a detailed description of human
rights theory to set the context for discussingehisting institutions and challenges facing

human rights in Fiji and the Pacific region.

| could have selected other development discobiessides human rights, as a perspective to
research and promote equitable access to esseetfitines. Some alternative discourses
include: gender equality, pro-poor development, stndies in social inequality. For example,
a gender equality approach would challenge scherh&h provide contraception to young
boys but deny access to young girls, with the dteddonale that access might prompt girls to

be sexually active (Youth Research, 1997). Theséawever not covered in this thesis.

A human rights perspective was preferred for tegearch because it is the only discourse
with a comprehensive, globalised, legal, politimatl philosophical framework (Gruskin et al,
2005). At the international level, it is also thwsest thing the international community has
to a common resource of values that might be useditle issues of access to property and
knowledge’ (Drahos, 2005, pp.16). Such a ‘commans may not be an appropriate
descriptor in the Pacific region, where reportsenagted tension exists between human rights
and customary rights (PIFS/NZHRC, 2006). As a tesiulhese tensions, the potential to use

human rights to advocate for access to medicinespkred after discussing how Pacific
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communities view human rights.

1.6 Methodology and field research design

1.6.1 Methodology

This methodology primarily uses qualitative reseaoombined with some quantitative
research. This choice of methodology reflects hgsen epistemology, Critical Realism,
discussed in Section 2.1

Several research theorists advocate that, rathardkclusively using one method, quantitative
and qualitative may be effectively mixed to compégmeach other; leading to a richer
research result (Murray and Overton, 2003; Brodkingnd Sullivan, 2003). My emphasis

on gualitative data and anecdotal evidence is@dsthy due to a lack of quantifiable data
relating to this topic. The statistical data wohlye been useful to better understand the
impact on the health of people, for example, tlierdébility of medicines for poor people

when there are stock-outs of government procuragsjithe estimated cost of patented
medicines versus generic versions if patent exb@ssivere approved, the social and economic
costs caused by ill health when people cannot@fifongs, or the efficacy of free medicines
and whether diseases persists despite being medickurther research is recommended in

instances where | considered quantifiable data evbale been useful.

The methodology consisted of a two main stepsst,Fan extensive literature review of the
trade, access to medicines and human rights isdweglobal, regional and national level.
This step set the context and guided the secopdrdieh was to conduct field research. The
field research involved a series of semi-structunéerviews with twenty two participants
from a range of trade and health-related governmmémistries, non government organisations
(NGOs) and UN agencies in Fiji and New Zealandis Elecond step explored the questions

set out in the literature review. Both steps aabetated below.

The literature review commenced by compiling infation on the global evolution of Trade
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Related Intellectual Property Rights (TRIPS) in imational, regional and bilateral trade
agreements. This included empirical evidence haditguments raised by opponents and
proponents about the impact of intellectual propeghts on access to medicines in
developing countries. The literature relating tieinational human rights theory, in particular
‘human rights and access to medicines’ was thelewsd. This included the complex
challenges associated with the application of hungins instruments, the interface with
other world systems, for example the World TraddeDrand case studies that exemplify the
application of human rights to successfully impraeeess to medicines. The review then
focused on the Pacific region and examined thealiiee relating to the regional population
health status and description of health servicestla® mechanism for trade policymaking.
The potential for trade-related provisions, sucii@#S, in proposed regional trade
agreements (for example, EU EPA) and a descrigtidruman rights mechanisms and

challenges was also included.

Finally, the literature review was narrowed dowratoational level in Fiji. Here the review
scoped out the capacity for trade policymaking athebcacy, the content and status of Fiji's
national patent law and a description of the nalituman rights mechanisms. The literature
describing the national pharmaceutical policy, roegis procurement and medicines
regulation in Fiji was also researched, taking radteny regional integration initiatives that

may impact on medicines.

1.6.2 Field research design

In-country interviews were conducted in Suva, jier a two week period from 8 — 21
October 2007. Suva was selected because of tleercwation of Fiji Government Ministries,
UN agencies and domestic and regional NGOs. dlsis the head quarters for the Fiji
Pharmaceutical Services, the bulk procurement egdlatory agency for medicines in Fiji.
Findings were that the Chief Pharmacist responédsléhis agency has been proactive in
raising awareness about safeguarding access t@imes]i particularly in regard to national
IPR law, and is acknowledged amongst other PIGsgeamg acquired substantial knowledge

on this subject.
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The majority of interviews were conducted on a faméace, individual basis, using a set of
thematic questions to prompt discussion (referppehdix 1 for an example of interview
themes)2 The four interviews conducted in New Zealand wenmpleted in early November
2007.

A representative sample of organisations were wEldcom a cross section of the Fijian
Government, Council of Regional Organisations m Racific (CROP), UN agencies, and
domestic and regional NGOs using four criteriagddisations selected to be included in this
research qualified if they were directly involvedany of the following:

(i) the procurement or prescribing of medicines inghklic health sector — and
therefore are directly involved in measuring th@aat of the safety, affordability
and access of Fijian citizens to medicines;

(i)  critiqguing or drafting of national IPR law and pheaceutical patent examination;

(iif) policy or advocacy for health development, tradauman rights and health;

(iv) trade negotiations or providing technical assisanahe Pacific Island Forum

Secretariat on trade, intellectual property rigintd/or health issues.

Around half of the interviewees were contacted gisglephone and email and meetings were
scheduled in advance of my trip to Suva. Genetalig not experience difficulty arranging
further interviews once | was in the country asttic was of great interest to most people.
The remaining interviews were arranged as refefraia existing interviewees, or by making
further telephone calls

Twenty two participants were interviewed from petested organisations, including the
following organisations in Fiji:
(i) Fiji Pharmaceutical Services, under the Fijian istiy of Health, responsible for
Fiji's public medicines procurement (2);
(i) Fijian Government Patent Office located within @@mpany's Registration Office

(1);

8 One international participant was interviewed @gphone and one meeting included two participantse
same time.
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(ii) Pacific Island Forum Secretariat, trade sectiore $hcretariat is responsible for
providing technical support on trade and econonudble Pacific Island Forum
Leaders (1);

(iv) health-related UN agencies: WHO (West Pacific Regli®ffice), UNAIDS,
UNICEF, UNDP (Pacific Centre), UNFPA (6);

(v) regional and national NGOiavolved in trade and health advocacy to varying
degrees: PANG, PCRC, ECREA, FSPI and PCC (5);

(vi) Pacific Regional Rights Resource Team; a projeth®UNDP Pacific Centre (1)

(vii) CROP agency: Fiji School of Medicine (1);

(viii) senior pharmacist from a Pacific Island agency lvedin health development (1).

In New Zealand, prior to, and following on from rmip to Fiji:

(ix) PHARMAC NZ, the NZ agency responsible for procuratr@ all government
funded pharmaceuticals (2);

(x) New Zealand Ministry of Pacific Islands AffairsgtiMinistry responsible for
researching, designing and advising the New Zedazowkernment on policies that
enhance the economic and social wellbeing of thiPdsland community living
in New Zealand (1);

(xi) NZ Human Rights Commission, involved in supportifi@s to establish

appropriate human rights instruments aligned vatial custom (1).

When | commenced designing this field research agetlogy | had intended to travel from
Suva to Noumea, New Caledonia, to interview keyppewithin the Secretariat of the Pacific
Community (SPC). SPC is one of the Council of Begl Organisations in the Pacific
(CROP). The Secretariat is responsible for implaimg many of the Pacific Plan health
objectives and undertakes other health-related veurgh as public health surveillance,
laboratory, communicable disease control, healtwyfie lifestyle, HIV/AIDS projects, and
Global Fund to fight AIDS, Tuberculosis and Malauiader its Public Health Program.

However, when | approached a senior manager witigrorganisation they commented it

wouldn’t be worth my while and declined to be tdlepe interviewed, stating the Public
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Health Program ‘was not involved in trade issde$'did however conduct a telephone
interview with an SPC staff member who agreed twigle personal comments and not to
answer on behalf of SPC. These comments are destusgler the findings in Chapter 5
alongside my views on what | perceive as an oppdstdior regional level agencies, PIFS and
SPC, together with WHO, to play a significant risigoromoting a public health perspective in
trade policymaking and to raise awareness of tienpial impediments of trade on access to

medicines in Fiji and other PICs.

A critique of this research methodology, includthg absence of interview participants from
SPC, and any limitations this may have on gatheximdjinterpreting information, is covered
in Section 1.6.4. This critique is taken into aatibin my key findings and recommended

responses in Chapter 5.
1.6.3 Human ethics approval

Human Ethics Committee (HEC) approval was gainethf¥ictoria University of Wellington
prior to any interviews taking place and everyragiewas made to maintain confidentiality

where this was requested.

Prior to each interview all participants were madare of the ‘Information Sheet’, explaining
the reason for my research, and ‘HEC ParticipantnF(see Appendix 2 for both forms).
Participants were given an opportunity to compteie form either prior to the interview, or
after, at completion of the interview. Some papants elected to retain the form and to
determine how they would fill it out once they hra@dd a draft copy of the thesis which | gave
a verbal undertaking | would send to them, priothefinal version being submitted. Others
did not consider there was any need to sign HE@das the information they were providing
was general in nature. The same procedure wasvietlavith the single interview conducted
by telephone. In this case, the forms were exabduby email prior to the interview. By

undertaking these steps | have fulfilled the Ursitgts ethics policies.

° Personal email correspondence
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Scheyvens and Storey note that ethical considesatiofield work should extend beyond
obtaining ethics consent to also take the poteaffatts of the research, and researcher, on
the participants into consideration (Scheyvens&odey, 2003). Since my interview
participants didn’t appear to be particularly maadised or vulnerable people, and appeared
to be familiar with participating in an interviethis consideration was relatively less
complex. However, trade and health issues aréecpkatly political in nature and the Fijian
community is relatively small and closely networkd®ecause of this | was aware of the need
for diplomacy in articulating some of the resedinlings and for respecting the integrity of

those interviewed.

To that end | undertook to send a draft versiothefthesis to interviewees which enabled
them to see the information and quotations theyideal in the context of the thesis and to
modify these if required. In addition, | askedhétparticipants had any ethics approval
criterion particular to their organisation or asation that | needed to complete prior to the
interview. No participants indicated that pridnies approval by their organisation was

necessary.
1.6.4 Methodology critique

Limitations of this methodology primarily relatenl assuming a representative sample of
stakeholder organisations when not all organisatieere available to be interviewed,
portraying the views of an individual as if theypresent the views of their organisation, over-
reliance on qualitative data versus quantitativa,danited comparison with other PICs to
assess how recommended responses may be trarelateegional level, and my own ability

to interpret correctly participant’s views and ree$ without misrepresenting their response.

The number of stakeholder organisations that | matdo interview is perhaps the major
limiting factor. Several key interviews were naisgible for a variety of reasons. These
included: meeting arrangements disrupted becaustipngoincided with the 38Forum
Leaders Conference in Tonga and the Civil Societgf€@ence which preceded it; key

individuals working overseas; the Fijian coup whpthced additional responsibilities on
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several Fijian Government Ministries, extendingrthesources and limiting their time to

meet.

Some of the key people that | would have likechterview included: officials from the
Ministry of Foreign Affairs and External Trade atte Ministry of Health involved in trade
and health policy; the Solicitor Generals Officeatved in drafting national IPR law; hospital
clinicians and managers who administer medicinésfoa by the government; the
Pharmacists Association commenting on drug effiGaay frequency of stock-outs; the

Human Rights Commission; other NGOs , for exampéeWorld Council of Churches.

As a result there is a danger of an over-reliamcenformation supplied by the organisations
interviewed which may have been overly criticabapportive of other stakeholders without
my being aware. This presented less of a problesrsvimformation was factual in nature (for
example, a description of how medicines are pratwethe status of the draft IPR Bill) than
when it related to say, a description of the medmas, both formal and informal, used to put

a public health perspective into trade negotiations

Another limitation arose from interviewing a singhelividual from each organisation which
may not represent that organisation’s views. Thigss critical because my objective was to
elaborate processes, mechanisms and mandates arad@e@nd medicines rather than to

document the views of one organisation about amothe

A lack of quantitative data is noted, however thaild have helped to underpin the research
rather than to substantively change the findinfgst example, it would have been useful to
establish which pharmaceutical firms and what pctelwere registered in the existing
pharmaceutical patents. However, this was notlisabecause the documents are not yet
stored electronically at the Fijian Patent Offioaking it necessary to make a prior request
and to manually check each registration. Furtheembese are complex documents which
would require employing someone with specialisteziipe to interpret. For example, the
records often describe the active chemical agentgeocess of manufacture, which a

pharmacist would recognise, rather than a brancenam
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The limitations described in this section are askedged and wherever possible they are
taken into consideration in the findings and reca@ndations. Despite its flaws, the

methodology did however provide three valuableghts.

First, when | established contact with the MinistfyHealth and asked to speak with someone
involved in trade issues, or | contacted the Migistf Foreign Affairs and External Trade and
asked to talk to someone who dealt with healthtedlzgssues in trade, | was advised that
person did not exist. | did not dismiss these wasps because they did not result in an
interview. Potentially this might have reflecteg¢ approach, not explaining well enough my
research. Alternatively, such responses may bedication that trade and health issues are
not currently factored into decision making proess®r that they did not see the need to do
so; warranting further research. | have factohedé¢ responses into my findings in Chapter 5.
Second, some of the research questions cannoty&adanswered at present because of a
lack of capacity and information on the topic. rBhindividuals had incomplete knowledge of
the whole system making it critical to cross-refeeinformation from several different
sources. This wasn't always possible within thepgcof this project, and so sometimes raised
more questions than answers. The qualitative naffutles research methodology means that

this cross-section of organisations and cross-eafgng of information is very important.

Finally, where divergent responses were given tanterview questions | attempted to use
analytical rigour to clarify the issues that weasiesed. In the very few cases, when different
answers were made, | highlighted both sides ofstiee and identified the need for
subsequent research. This occurred in particaldiscussions about the appropriateness of
using human rights to advocate for trade and adoas®dicines, exemplifying the tension

with customary rights in the Pacific region.

1.7 Structure of this dissertation

This thesis researches four seemingly separaténteutelated, systems that have a profound

impact on access to medicines in developing caesmtnd the structure of the global
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pharmaceutical industry. These are:

1. regional population health trends and public hegdttvices, including national
medicines policy and procurement;

2. intellectual property rights, including pharmaceatipatent law and examination;

3. trade policymaking, including trade and health adwy, and key multilateral and free
trade agreements, and;

4. human rights instruments, in particular the righhealth (and access to medicines).

These four systems are mutually reinforcing, howethey are generally researched and
managed in isolation, on a sector by sector ba&kis. situation continues to exist despite an
increasing awareness of the benefits of a multiesexpproach to public sector management,
particularly as the effects of trade liberalisateut across different sectors (WHO, 2007b). To
my knowledge, an overview of these four systenthénPacific region, and an attempt to
critique across the four systems, has not beenrtatd® before. This multi-sector research
may therefore be useful to policymakers and devety practitioners working in any of
these, or related fields, as it has the benefdaborating a wide range of multidisciplinary
findings that are usually less evident because déinexonventionally researched and managed

in isolation.

This research sequentially describes each of thesfgstems at a global, regional and national
level. After broadly describing the global leviile thesis then explains how these four
systems work (in principle) in the Pacific regiardamore specifically, in Fiji. This

reinforces the understanding of how local issuesaing shaped by global forces. This
overview, combined with a brief description of tbeal cultural, political and economic
context in Fiji, then provides an insight into thay Pacific communities generally might

view access to medicines and the political stdtasdccess to medicines is accorded
compared with neighbouring emerging economies, sagchhailand.

A discussion of how these four systems work ag#oreal level is included because several of

their components, for example, collective medicipexurement and regionalised patent
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administration, are identified as areas for redianaperation under the Pacific Plan. This
research therefore sees the Pacific Island Forureteiat (PIFS) as a regional stakeholder,
as it is the agency that provides technical asgistan economic and trade development to the
Forum Leaders.

This thesis is divided into five chapters as fokow

Chapter 1: Describing this research. An introcucaind outline of the research aim,
methodology and epistemology are provided in thepter. It also discusses how my
epistemological approach has shaped the methodalugjprovides a critique of the

methodologies limitations and how these might iefice my findings.

Chapter 2: The global context. This chapter isgihesi to place the debates surrounding trade
and access to medicines and a description of iatiemal human rights mechanisms within a
theoretical and global context before the resemraarrowed down further to describe how
these mechanisms function in the Pacific regionthed in Fiji. Human rights theory is
extensively described, in particular the humantrighhealth, and to access to medicines,
including challenges and opportunities facing humgints and the interface with the WTO

global trading order where private property rigéats dominant over access to public goods.

Chapter 3: The Pacific context. Following an idwotion to the Pacific context this chapter
provides an overview of the four interrelated syst¢hat impact on trade and access to
medicines. They include a description of populatiealth trends and public health services,
intellectual property rights and pharmaceuticaépaexamination, trade policymaking
mechanisms and key multilateral and free tradeesgeats, and the application of human
rights instruments. The chapter includes a digonss the potential impact of the proposed
regional trade agreements with Europe (EU EPA),aitld New Zealand and Australia
(PACER), on access to medicines and how humanrsragiet generally perceived by Pacific

islanders.

Chapter 4: The national context. Here, the reseimaus is narrowed down to Fiji. It begins

with a general introduction to Fiji that sets tlogi®s economic and political context before it
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focuses on how the same four systems functiomatianal level. The information in this
chapter is mainly drawn from my field researchivimvs. Also in this section | pay close
attention to examining local cultural preferena@sards western medicines culture and views
about human rights. These attitudes and undeiisiguedntribute to how trade and access to

medicines is perceived in Fiji and at the regidaeél of the Forum Secretariat.

Chapter 5: Findings and conclusions. This chaptriges an extensive summary of the main
research findings under each of the five primasgagch objectives. These findings, together
with suggestions from interview participants andspaal observations are then used to design
multi disciplinary responses to help mitigate tradiated factors from restricting access to
medicines in the future. The need for regional eagion on health, IPR and trade has been
acknowledged by the Pacific Forum Leaders undeP#wfic Plan® The responses are
summarized in Appendix 5. Finally, this chaptescdisses the significance of this research for
human rights theory and for the wider academicena#, in particular the emergence of
human rights mechanisms needing to adapt to protoaitective’ national sovereignty within

economic trading blocs and the relationship airterface with traditional knowledge.

19 See Strategic Goal 11 in reference PIFS. (2a@&gific Plan.Available atwww.pacificplan.orgast accessed
5/12/07
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Chapter 2: The global context

2.1 Introduction

This chapter grounds this research in the globalecd firstly by briefly describing
development theory and international trading syst#émat influence access to medicines, and
secondly, by providing a more detailed descrippbmternational human rights theory, and

of human rights and access to medicines in paatictil

Debates on universal human rights needs to disshdretween legal, political and
philosophical human rights perspectives. The pradf shifting seamlessly between these
perspectives has been criticised as an unforturatevithin literature and public discourse
(Evans, 2002). Evans points out this practiceeseto undermine the status of human rights
to global politics because it opens the possibditgaining the moral status that ratifying
international human rights law brings, while sinankously denying socioeconomic rights
philosophically and politically. This research aito clearly distinguish between these three
perspectives in the discussion of human righteénRacific region (and in Fiji) in order to
reduce the possibility of misrepresenting the ertiiman rights framework by selectively

describing parts of it.

The section on human rights commences with an ewref the international human rights
framework and summarises some of the complex cigae confronting its application in
developing countries. This is particularly reletamthe Pacific region where reports have
noted human rights are generally regarded withisisspbecause of the tension with
customary rights (PIFS/NZHRC, 2006; NZ Law Comnussi2006). The focus is then
narrowed down to one particular aspect of the cetmgmsive international human rights

framework; human rights and access to medicineghnik a sub-category of human rights

1 As explained in Section 1.5, human rights theomydsused as a lens in this research. | do nenhéhtherefore
to describe human rights theory comprehensivekterisive references and appendices are providedvevior

readers who require in-depth information on a paldir aspect of human rights.
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and healtlf. Here I also describe the theoretic and legatfate of human rights and access
to medicines with two other World Orders. Namehg global economic (WTO) order, and
intellectual property rights (WIPO). Consideratdasion exists between human rights and
these Orders because they represent the dominalitieral consensus that is axiomatic of the
global trading system (Hestermeyer, 2007) whiabften given priority over environmental,

social and cultural rights (Gruskin et al, 2005).

Two case studies are included that illustrate tloeassful application of a human rights
instrument to protect the right to essential mewisiin developing countries. For example,
the national level critique of the Thai-US FTA IhetThai Human Rights Commission
contributed to its rejection on the basis thamiited the Government’s ability to fulfill the
Constitutional Right to Health (UNDP, 2006). Figdlreflect on the main themes in the
global context that will influence how trade andess to medicines are viewed and to what

extent health may be mainstreamed into trade poldyng in the Pacific region.

2.2 Trade, TRIPS and access to medicines

“Intellectual property rights are about balancindplic goods and private rights. The
(Pacific Island) Forum Secretariat has an obligatioder its mandate to be the eyes and
ears for the public (interests) as opposed to tivage rights. Because Pacific Island
Countries don’t have a huge private sector, ang éine not abundant creators of
technology, or net producers of intellectual propehey are overwhelmingly

dependent on accessing public goods. So, inteliéproperty rights needs to reflect

this development reality. We need to ensure Palgknd Countries have access to
these goods and that they are affordable. Anyaidin otherwise, the Forum

Secretariat would need to flag (to Forum Leaders).”

Ms Gail Olsson, Trade Consultant, Pacific Islandufo Secretariat, interviewed October 2007

TRIPS are established at the international leved bymber of treaties including those

2 For a comprehensive discussion of different aspechuman rights and health see reference GruSkiet,. al.
(eds) (2005)
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administered by the World Intellectual Property &rigation (WIPO), which is a specialized
UN agency, and the WTO. TRIPS especially had graohafter 2000, when the WTO
TRIPS Agreement came into force. Under the AgreenadinWTO members are obliged to
implement a set of minimum principles and rules|uding patents and their enforcement.
These rights include the control of productiongsake and sometimes importation of
medicines. TRIPS therefore give pharmaceuticalpaomes near-global monopolies, allowing
them to block competition from generic manufactgrmompanies and to raise the price of
patented pharmaceuticals (Lofgren, 2007; WHO 2007a)

More restrictive TRIPS, called ‘TRIPS-plus’, andde related provisions are contained in
bilateral and free trade agreements (FTAS), eslheti® FTAs. These include patent
extension, data exclusivity, linkage evergreening estrictions on compulsory licensing and

parallel importatiofi.

In the past developed countries have set IPR stdada suit their own stage of economic and
social development and used them to successfidtarmiie themselves from rival economies
by preventing developing countries from employingse same policies (Drahos and Mayne,
2002; Wade 2005); a tactic Chang has describeki@dsrig away the ladder’ (Chang, 2005).
However, the globalisation of IPR means statesongdr have discretion in setting their own
preferred levels. This globalisation fails to rgoise the importance of allowing countries to
retain national sovereignty to manage the rulesrégulate development goals such as health
(Oxfam, 2007b; WHO, 2007a; UNESCAP, 2007).

The intended outcomes of globalised IPR regime improve markets for trading

information internationally by encouraging invemtiand technology transfer. However, it is
also recognised that the system creates roadbiontke path of generic medicines,
competition and the attainment of public goods (Migsand Reichman, 2005). In response to
significant and mounting international concern {iatperty rights are impeding access to

medicines, various multinational working groups énédeen established under the WTO,

13 See reference WHO (2007a) for a comprehensivaigésa of all of the issues
14 For a description of these terms see reference {#806a) and visit the health section of the Thitdrld
Network website abttp://www.twnside.org.sg/heal.htm
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WHO and UN agencies to monitor the impact of TR&#®Sublic healtH” and to explore new
models to stimulate investment in R&D and medicisigsply for developing countries. For
example, offering prize money to encourage moreare$ and development into neglected

diseases instead of awarding patents once a mediambeen discovered.

The WTO TRIPS Agreement includes a number of tteomsperiods for developing countries
and LDCs". Under the original TRIPS agreement these mentsuntil 1 January 2005
and 1 January 2006, respectively, to implementpgetection for pharmaceutical products.
Prior to this, many developing countries only pctée patented processes, and not products.
This enabled countries like India to develop gendrug manufacturing capacity.

Under the Doha Declaration, Least Developed Coem{{liiDCs) can now delay legislation to
protect pharmaceutical products until 1 January62owever, if LDCs graduate to being
developed countries, the extended timeframes ngeloapply. These dates are not beyond
challenge, for example, under the proposed WTOszoae package of 2007, Samoa is under
considerable pressure to implement TRIPS far edHan the dates specified under the Doha

Declaratiory’.

TRIPS implementation has been debated by two $fded@ne favours swift compliance and
limited use of flexibilities using coercive presssisuch as trade deals and threats, WTO
disputes and diplomatic demands, to foster a prdiiRate. The other advocate for a more
flexible approach tailored to specific national dieypoment priorities by harnessing ideational
power, such as running access to medicines cangp@idrbott, 2005). To win over

developing country decision-makers, the two grdugpge been engaging in a research war and

compete in the area of capacity building (Deer®,720

15 Examples include: WTO and Public Health; WHO Cossitin on Intellectual Property, Innovation and Rubl
Health (CIPIH); International Centre on Trade andt8inable Development (ICTSD) a UN accredited N§O
UNCTAD-ICTSD joint working group

16 Least Developed Countries in the Pacific regiariuide: Solomon Islands, Samoa and Vanuatu. PNG-gind
already have to comply, Solomon Islands is delay&d 2016, while Tonga’s deadline is 1June 2008

" personal correspondence with Oxfam New Zealanevaduation of the proposed WTO accession package f
Samoa, July 2007.

18 For an excellent overview of trade and accessddicines see reference Abbott, F.M.(2005).
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2.3  Overview of international human rights law

“Human rights are what reason requires and conseidamands. They are us and we
are them. Human rights are rights that any pehs@mas a human being. We are all
human beings; we are all deserving of human riglise cannot be true without the

other.”

Kofi Annan, Former Secretary General, United Nation

Human rights are legally guaranteed by human rifglwts These laws protect individuals and
groups against actions that interfere with fundaaddreedoms and human dignity (WHO,
2002). A moral imperative created the impetus fheirtdevelopment during the post-World
War Il settlement. The Universal Declaration of FamRights was originally envisaged as a
single instrument. However, a disagreenmténesulted in the drafting of two major
Covenants; exemplifying the cultural relativist deb(Uvin, 2005) discussed in more detail

below.

The legal instruments which form the foundatiommfdern international human rights 18%
include:

() the International Bill of Human Rights whick the name given to the Universal
Declaration and the two Covenants, the Internati@o&enant on Economic, Social and
Cultural Rights (ICESCRj and the International Covenant on Civil and PeaitiRights
(ICCPR), adopted by the UN General Assembly on @0 1848. This Bill is the most
important international human rights legal instranéii) other UN instruments with
supervisory bodies, of which there are currentlyonventions, and (iii) other major human

rights treaties and standard setting by the?®N.

19 By the time States were prepared to turn the Datiten into binding law, the Cold War had polari$eanan
rights into two separate categories. The West ar¢jugt civil and political rights had priority atidat economic
and social rights were aspirations while the Eadtémc argued to the contrary.

20 For a detailed description of the 7 main intemzi HR law instruments see reference RRRT/UNDBQ%R
LEora description of the Committee for ICESCR atitks refer to NZ MFAT, (2003). pp. 57.

%2 HR instruments normally consist of formal treatesl declarations drafted by HR bodies, such as the
UNCHR, as well as authorized interpretations oféhimstruments, such as General Comments by TBeaties.
These are the normal reference documents of HRelmwvyWhen these do nexist, or do not adequately cover
the concerns of the international community, docutsiey professional organisations and major intésnal
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These instruments form the bedrock of contempardeynational human rights law, not only
because of their potential worldwide applicationt &lso because of the breadth of the human
rights contained in each. ICCPR places an immediatl absolute obligation on states,
whereas the implementation of rights under ICESEBoth progressive and dependent upon

the availability of resources.

2.4 Some complex challenges surrounding the applioan of human

rights

There are many complex challenges preventing poétical support for the human rights
mechanism. Passing more human rights legislatidmet overcome these challenges as they
represent fundamental differences in values, dabtalisregard by those in charge (Farmer
and Gastineau, 2005). Some of the main challertgegified from the literature research
include: cultural relativism and euro-centrism; egeace of third generation rights, for
example, the responsibility of pharmaceutical conngsin the right to health; the status of
human rights within the neoliberal global econounnider, and the need for new
methodologies and indicators to operationalisehtimaan rights framework. Each of these

challenges is discussed below.
2.4.1 The ‘ism’s’: cultural relativism and euro-certrism
The separation of the two major Covenants (the ICE&nd ICCPR), combined with the

West's almost exclusive focus on the latter, hasterd a sense that there are two levels of

human rights, called first and second generdtioAlthough they can be categorised in this

conferences and summits are developed. Thesetdmmg the same legal authority, but are invalaadbl
understanding the normative issues involved irréfegionship between health and HR and to elabuyati
policies and programs in this field.

% First generation rights are for civil and polificahts which prevent the State from interferinghe day-to-
day lives of citizens. Second generation rightsem@nomic, social and cultural rights that reqtlive State to
ensure provision of goods and services which douttei to these rights to people at all levels ofetgc They are
not interpreted as being of ‘lesser’ priority.
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way, the UN has consistently stressed the univigysaid indivisibility of human right&*

There has, nevertheless, been ongoing debatendsetber the human rights enunciated in the
UDHR and core human rights treaties are in factensial or should instead be culturally
relative. The cultural relativists hold that nbtsdates can be, or should be, expected to
protect human rights to the same degree, due tangalevels of economic, political and legal

development and differing cultural views on theessity of freedom (NZ MFAT, 2003).

Related to the cultural relativism debate is tlguarent over so-called (eastern) Asian versus
western values, or euro-centrism. The former fauduties and discipline rather than on
rights and entitlements; on community and the comgmod as opposed to individualism; on
respect for authority, as opposed to freedom anaboa work and savings, as opposed to

consumption, and contend that these values areisupethose in the West (Uvin, 2004).

Proponents also argue that the UDHR is essentgiiypduct of western countries and values,
given the limited UN membership (56 States) attitime of its adoption in 1948 (Uvin, 2004).
Furthermore, given all state members of the UNaése members of WTO, they see
developed states as having a duty of internatiooaperation and assistance in the ICESCR to
work towards equitable multilateral trading investrhand financial systems. This means that
states should respond to these rights in all jigigohs to ensure trade agreements or policy

will not adversely affect these rights (Hunt, 2Q05)

The relativism debate is further compounded byntisinderstanding by some groups that
human rights is a hegemonic, package that can gibghadopted (Uvin, 2004; Farmer and
Gastineau, 2005). Increasingly however, it is a@kedged that local customs need to be
taken into consideration and a human rights ‘blefeleloped, that is owned by local people
and suited to the cultural setting of each cou(®i*S/NZHRC, 2006)

%4 The debate on universality and indivisibility cionies in international fora, especially when maratmoversial
issues are discussed such as gender preferencespaoductive rights. The term means that everymgerights
and freedoms set forth in the Declaration, withdistinction of any kind, such as race, etc. Desgéneral
acceptance that HR are universal and indivisiblere may be occasions, for example, when it isgsecg to
restrict certain rights for the welfare of sociaes/whole.
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Eurocentrism and the juxtaposition of custom anghdnu rights are significant to how human

rights is perceived and applied in the Pacificoagiin the Asia/Pacific region, there is some
resentment about the concept of human rights. Sdroer leaders are fond of decrying them
as a western or alien concept at odds with ouregal(NZ Law Commission, 2006, pp.15).

This is discussed further under Section 3.5.
2.4.2 Third generation rights extending from state to other duty-holders

In traditional international law only states aréjsats of the law. The duty to promote and
protect health as a human right is therefore asdumbe with the state, although the liberal
expectation is that this duty can only be fulfillgagressively (Gruskin et al, 2005).
However, given the conditions of globalisation, th@nging contexts of the social
determinants of health are becoming increasingbyasaational, in turn challenging the
notion of national duty-holders. Recent addititmbuman rights legislation have sought to

bind non state actors as duty-holders, especiahshational corporatiofs.

Third generation rights, or rights of fraternitysmlidarity, represent a more controversial
category since these require states to cooperatgprove the lives of their entire populations
for example, the Right to Emergency Assistancethadright to Development. The status of
these rights in international law is not yet claad poses significant challenge to much
traditional human rights thinking (Hunt, 2005).

2.4.3 The status of human rights within the world tade order

Human rights interface with other World Orders ttietermine the behaviour of states and
third parties, such as transnational corporatioftsese include the World Bank and WTO,
through multilateral and free trade agreements, VO, through private property rights.
These institutions are dominated by the neolibevakensus which emphasise the freedom of

% One important step in clarifying these responisiedl was taken in the form of Norms adopted in2B@ the
UN Sub-Commission on the Promotion and ProtectfddR which include reference to economic, social an
cultural rights. Another example, is the “Ethi€lbbalisation Initiative’ which explores with phaaceutical
companies what the right to health and corporatpamsibility implies, particularly in relation t@afents, pricing
and R&D (Robinson, 2004; Hunt 2005).
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individual action, non interference in the privafghere of economics, and the right to own
and dispose of property; a set of principles axirta the ideology of the free market
(Drahos 2001; Cullet, 2005; Hoen, 2005; Hesterme3@07).

Furthermore, human rights law is also fundamengiffgrent from world trade law. For
neoliberals, socioeconomic claims are legitima#ne$, or aspirations, but these can never be
legal rights. Such soft law, associated with humgimts, versus hard law of the WTO Order,
and its dominance in determining the behaviouttaties, is commented on by Hestermeyer:

“Enforcement of human rights law is further hampleog the fact that, unlike economic
law, the most common case of a states’s violatfddR law — namely a violation of the
rights of its own citizens — does not harm othatest directly which therefore lack an
incentive to complain about the violation... It isezipe for perplexity; while the claim
of normative superiority of human rights has strengptional (but far less legal) appeal,
state behaviour will be largely dominated by theets of WTO law. The question to be
tackled ...is whether there is a way to make humgintsilaw count within the WTO

system, as it is that system that will determireelibhaviour of states”
Hestermeyer, H. (2007). pp.207

Proponents of human rights contend that the dorsmahthe neoliberal consensus remains
the single most important factor hindering the lelsdament of socioeconomic rights as
legitimate claims. They argue that the procesgasalisation itself, and of structural
adjustment programmes (Gruskin et al, 2005) thenhelves are guided by neoliberal
principles, cause the conditions that increasitiglgaten health security in all regions of the
world (Robertson, 2004; Evans, 2003). For exantple WHO estimates that nearly a quarter
of disease and injury is connected to environmedggtadation and decline attributable to
globalisation and notes that 90% of malaria deatbsaused by the settlement of people in
and around rainforests and the construction oklagen-water irrigation schemes which

increase human exposure to disease carrying mosgu¥wWHO, 2006Db).

These tensions are perhaps illustrated in the (afartable) role of the UN agencies involved
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in evaluating and monitoring human rights (UvinD2Pwhen they are also told not to get
involved in multilateral trade agreements. For egiensome UN agencies are expected to
highlight obstacles that impact on specific hunights treaties, such as violence against
women, or on progress towards the Millennium Depelent Goals (MDGs); yet the WTO

system is often implicated as the major sourcesitrictions on health development.

2.4.4 Need for new methodologies and indicators

The human rights framework is broad and may beesgad through a wide range of
mechanisms from a state’s constitution to naticaak law. However, a fundamental
difference between human rights and trade and dprrednt theories is expressed in Article 2
of the Universal Declaration of Human Rights. TDrexlaration emphasizes ‘universality’ and
‘indivisibility’, and the delivery of rights to ‘&l rather than accepting that on some occasions,
some people may be disadvantaged in order to pavitet benefit to society. For example,
having to decide between investing in a schoolifg@r water sanitation may advantage

some people, while disadvantaging others, in riegligeir right to health and the right to

education.

Human rights practitioners acknowledge there isedrto develop new skills and techniques
to make this operational; especially if it is tdend beyond the classic methodologies of
political naming and shaming and taking test casease law, into engaging with policy
making. Appropriate human rights indicators anddhenarks are also needed, especially in
relation to socioeconomic and cultural rights teistswith ‘getting a handle on the slippery
concept of progressive realisation’ (Hunt, 2005,58). Integrating human rights into
development entails empowering poor people, enguhieir participation in decision-making
processes which concern them, and incorporatinguatability mechanisms that improve
transparency. These strategies take time to deweld introduce, particularly as developing
human rights capacity and culture amongst orgdoisgtand society as a whole, is a long
process (Uvin, 2004).
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2.5 Human rights to health, the significance to a@ss to medicines

“It is my aspiration that health will finally be @@ not as a blessing to be wished for, but
as a human right to be fought for.”

Former United Nations Secretary General, Kofi Annan

The right to the highest attainable standard ofthd€the right to health) was first reflected in
WHO's Constitution and has been firmly endorsea wide range of international and
regional human rights instrument8 The most authoritative interpretation of the right
health is outlined in Article 12 of the ICESCR, whihas been ratified by approximately 150
countries (NZ MFAT, 2003).

Since its inception the UN has focused on clagsitand political rights, such as the right to
a fair trial. However, in 2000, the UN began to ra3$d cases of historical neglect when the
UN Committee on Economic, Social and Cultural Rsglthich monitors the Covenant,
adopted a General Comment (14) on the right talhéat further clarified the nature, scope

and content of the right to health.

The General Comment 14 of ICESCR sets out fouer@itoy which to evaluate the right to
health: availability, accessibility (affordabilitydcceptability (medical ethics) and quality.
This Comment acknowledged that health promotiors ¢gi@yond the health sector and that
coordinated, multi-sector action is necessary steffogreater equity in health, income and

social policies.

%6 Most HR and health issues are thoroughly coverdheatvebsite of the United Nations Commission on HR
available atvww.unchr.ch Health-related information, including explicifeeences to HR, is available at the
website of the WHOwww.who.org. The Francois-Xavier Bagnoud Center available at
http://www.hsph.harvard.edu/fxbcenter/internatiomdr.ntmand Global Lawyers and Physicians for HR have
collaborated in the preparation of a ‘Perspectingdealth and Human Rights’ Gruskin (eds) (2005)chths
accompanied by a special website containing linkdotcuments, organisations and other referencésalth

and human rightshftp://www.glphr.org/resources/appengdixThe University of Minnesota Human Rights
Collection also provides a valuable list of docuitsesn bioethics (see
http://www1.umn.edu/humanrts/links/bioethics.html
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The Ottawa Chartér provides a common understanding of health promatiternationally
which reflect the human rights ideology. It was eleped at the first International Conference
on Health Promotion meeting in 1986 as a charteadtion to achieve Health for All by the
year 2000 and beyond. The Ottawa Charter buithermprogress made through the
Declaration of Primary Health Care at Alma Ata, Werld Health Organisation's Targets for

Health for All document, and debate at the WorldlteAssembly on moral action for health.
2.5.1 UN Special Rapporteur on Health

The UN Special Rapporteur on Health has a manddtets on the right of everyone to the
enjoyment of the highest attainable standard osjsiay and mental healffi, as reflected in
article 25 (1) of the Universal Declaration of HumRights (UDHR), article 12 of the
International Covenant on Economic, Social and @altRights (ICESCR), article 24 of the
Convention on the Rights of the Child (CRC) andtkatl2 of the Convention on the
Elimination of All Forms of Discrimination againgfomen (CEDAW), as well as on the right
to non-discrimination as reflected in article 5 (ig) of the International Convention on the
Elimination of All Forms of Racial DiscriminationGERD).

The Special Rapporteur is further mandated to apgignder perspective and to pay special
attention to the needs of children in the realaratf the right to health. The role also serves
as a useful political tool to apply pressure toedeped countries to remove TRIPS-plus from
FTAs. For example, in 2005 a collective of int¢ior@al NGOs wrote to the Special
Rapporteur citing the impact on the right to headthinterpreted by Article 12 of the
ICESCR, for an urgent appeal to stop European-FEfber states (Switzerland, Norway,
Iceland and Liechtenstein) from imposing TRIPS-pliss in an FTA with Thailant.

2" For a description of the Ottawa Charter see WH®HHEP/95.1 atvww.WHO.int

% The current holder is Professor Paul Hunt.

2 personal correspondence with field research iigeme “Letter to UN Special Rapporteur on the right to
health regarding the forthcoming EFTA-Thailand nigtions”, 20/6/05. On file with the researcher
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2.6 Human rights and access to medicines interfae@th IPR

“We thus find ourselves at a crossroads: healtl can be considered a commodity to
be sold, or it can be considered a basic sociht.rlgcannot comfortably be considered

both of these at the same time.”

Mr Paul Farmer, Director, People’'s Health Movemenn5

During the negotiations of the TRIPS Agreement aligying countries especially voiced
public health concerns to argue for weaker, or nfleseble, patent protection in the
pharmaceutical sector. What had been essentialigypbased objections against minimum
patent standards for pharmaceuticals during thetraggns started to be coined in human
rights terminology by the UN and NGOs after the PRIAgreement came into force in 2000.

Analytically this claim by proponents of human rigiis three pronged. Firstly, it alleges the
existence of a legal right to access to medicieeo8dly, it asserts that the adoption of patent
legislation, now mandatory under the TRIPS Agredsrieads to inventors charging higher
prices because of their ability to patent new drugsdering those drugs unaffordable for
parts of the population. Thirdly, it maintains thiais price effect can infringe the right to
access to medicines, and that this infringemenoigustified by other considerations, such as

the necessity of patents to enable research arelapenent.

Many proponents of TRIPS have replied to this @mgk that patents are necessary to
stimulate research for new medicine (Love, 2007a@x2007a)>° Others have added that
intellectual property too, is protected as a humgimt (Hestermeyer, 2007; Werhane and
Gorman, 2005).

In the early 2000’s, the UN human rights systemabesdressing trade laws and practices in
relation to human rights law. For example, the @uossion on Human Rights in 2001

%0 One might tolerate the linkage of prices with R&®Bentives if the system was more efficient, buaibgilly,
only 8.5 percent of sales were reinvested in R&R005. Furthermore, only 14 percent of new drugeygds
are both new and better than older products, d@nital trials for me-too products are about twisdarge as for
innovative drugs. See reference Love (2007)
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adopted a resolution on access to medication iedheext of pandemics such as HIV/AIDS
which reaffirms that, in this context, access faralamental element for the progressive
realization of the right to health. States ar¢echlipon to promote the right to health
indicators: availability, accessibility and affolilisty for all, without discrimination for
treatments, and to adopt legislation, or meastwesafeguard access to pharmaceutical and

medical technologies, from any limitations by thiarties eg. US FTAs.

2.7 Human rights case studies, political and legahallenges

Two case studies (included below) illustrate hownbka rights may be applied to promote the
right to health and access to medicirfésThe first is for a human rights impact assessroént

an FTA in Thailand, the second is an example ofdrunghts case law in South Africa.

2.7.1 The human rights impact assessment of the THAS FTA

Thailand is an example of well organised and naéttoral mobilisation of human rights. In
1997 Thailand developed an advanced constitutioerevhuman rights, in particular, the right
to health and community rights, figures prominently 2004, the US and Thailand began
negotiating on a comprehensive bilateral FTA. Fh& negotiations attracted great concerns
and opposition, yet the human rights dimensionsrwdeen thoroughly examined. In 2006,
the Thailand National Human Rights Commission (NHIRfBudied the potential impacts of
the Thai-US FTA using a sub-committee of eminemeets. This was the first, and only,

example at national level.

The aim of the NHRC assessment was to inform tree péople about the implications of the
Thai-US FTA on their rights, and to generate a jpuiidébate for transparency and
accountability. The Thai NHRC also provided a cl@alysis and policy recommendations to

the Thai government to ensure that what was bedggtmated was consistent with, and

31 United Nations Commission on HR resolution 200143 ess to medication in the context of pandesiich
as HIV/AIDS (E/CN.4.RES.2001.33), availalplsvw.unchr.ch

32 For a description of a wide range of case stugiesmechanisms used to protect HR, health and sitmes
medicines see references: Robinson (2004), Gr2Kkid5), Rothman (2006)
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respected, human rights obligations enshrinedenttimi Constitution and international
conventions to which Thailand is a party. The tiesiakes were high because Thailand
prides itself on its universal health care covenaggram and, for example, the inclusion of
HIV treatment in the 30 baht scheme. The effedRIPS-plus provisions would raise drug
prices, limiting treatment for the high (800,000MAAIDS population (Oxfam, 2006a). This
would also mean there was no going back as HIVtpespeople inevitably develop
resistance to first-generation drugs, the publaltheservices will be morally and legally
obliged to find new ways to ensure access to seamtithird- generation treatments to keep

these people alive and healthy.

To launch the repoft and raise public knowledge, the NHRC organisesicaday seminar, in
cooperation with international and national parsnércluding the UNDPB*, followed by a

half day expert group discussion with key partioggadrom ASEAN countries to formulate
regional perspectives. The work of the group gbuted to the rejection of the Thai-USFTA
on the basis that it was contrary to the enjoynoéseveral fundamental human rights,
including the right to health and access to medgimand that it also challenged Thai
sovereignty. The Thai government was supportetligwtork by UN agencies, becoming a

global model of best practice.
2.7.2 'Right to health’, challenges in case law
Human rights case law is a good illustration of itberright to health can be formally

introduced into the national justice system so ithaltimately leads to concrete changes in

government policy and to people’s wellbeing.

33 Draft translation ‘report on results of examinatiaf HR violations by ad hoc sub-committee to revand
examine the establishment of Thailand-United Sthtes Trade Agreement, complainer, issues raiseteyy
national HR commission, against the governmentagahcies of Thailand responsible for Thailand-U& FT
negotiations, 2006’. Personal source from fieletagsh interviewee. On file with the researcher

3 UNDP supported the Thai government to organisieves/of FTAs implications on A2M. In Dec 2005 for
example, the Thailand National Technical consutatn FTAs and IPR: implications for A2M was co-
organised by MOH departments, Universities, thetjbiN program on HIV/AIDS, UNDP and WHO, sponsored
by UNDP.

% Sourced fromPersonal notes on the Thai national HR commissésnisar on the HR implications of the
Thai-US FTA'(Bangkok 18 — 19 Jan 2007) provided by field resdeinterview participant on file with the
researcher. Several of the eminent persons ingdltideworlds leading thinkers on TRIPS and A2M (&tir).
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A majority of the right to health case law relatesccess to anti-retroviral treatment. The
most commonly described case is the Treatment A@ampaign (TAC) v. Minister of
Health case in South Africa in 2002; also knownh&sNevirapine case (Robinson 2004) In
this case, the Constitutional Court of South Afiiedd that the Constitution, which protects
the right to access healthcare services, requregaovernment to devise and implement a
comprehensive and coordinated program to progrelgsigalize the right of pregnant women
and their newborn children to have access to tresttin order to prevent mother-to-child

transmission of HIV.

2.8 Conclusion

Some of the main challenges to human rights idedtffom the literature research include:
cultural relativism and euro-centrism, the emergeofcthird generation rights, for example,
the responsibility of pharmaceutical companiediaright to health, the status of human
rights within the neoliberal global economic ordand the need for new methodologies and
indicators to operationalise the human rights fraor&.

Human rights advocates need to be aware of thedleieges when they draw on international
human rights instruments to initiate change in go&ece, policy, legislation, and traditional
and cultural practices in different countries.al/a taken these into consideration in
evaluating Primary Research Objective 5 which iagsess the general scope for using human

rights instruments to protect access to medicindsji and in the wider Pacific context.
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Chapter 3: The Pacific Context

3.1 Introduction

The Pacific region is comprised of 20,000 to 30,B08nhds that are grouped into three main
areas: Micronesia, Melanesia and Polyn&SiaApproximately 90% of the 8.5 million people
who live in the region reside in the Melanesianmtdas: Papua New Guinea (PNG), the

Solomon Islands and Fiji.

The region’s remoteness from major trading bloashsas the United States, and the relatively
small and highly dispersed population, present®n@)stacles to achieving economic growth
either through south-south trade between Pacifimt@s, or trade with the north. These
factors contribute to the region’s dependence efepential foreign trade agreements,

remittances and international development aid.

Pacific island countries are under pressure froaamtbrth to move towards formal regional
integration, dubbed ‘new regionalism’, in ordertamyage with the global free trading system
and adapt to the global security environment. Regegotiations with the EU to replace
existing preferential trade agreements with a recil, regional trade agreement that includes
conditional aid administered at a regional levather than directly to individual countries (as
it is currently), is a poignant example of thiserel the EU has dictated the nature, terms and
configuration of regional integration in ways tleat across organic developments that are

underway based on south-south cooperation (KeZ#6).

The application of ‘new regionalism’ is problematicthe context of the Pacific. Not only is
this due to the lack of competitive or comparatdeantage in most sectors, and of the

prioritisation of economic growth over the develahagenda, but because Pacific people do

% ‘Melanesian’ countries and territories consistRismarck ArchipelagoFiji, New CaledoniaNew Guinea
(Papua New Guinemainland and the Indonesian province of PapMaluku IslandsSolomon IslandsTorres
Strait IslandsVanuaty Palau Islands‘Polynesia’ includes: American Samdaook IslandsFrench Polynesja
New ZealandNiue Pitcairn SamoaTokelay Tonga Tuvaly Wallis and Futuna‘Micronesia’ includes the
Federated States of Micronesguam Kiribati, Marshall IslandsNaury Northern Mariana Island®alau

39



not view themselves as a ‘region’ in the same s#rads cultivated by Western

neoliberalism (Thomas, 2004). For example, Haufwftes that the identity of Pacific
islanders is associated with a seamless oceanid wbere communities based themselves on
kinship and chieftainship and traversed the océamnsade, marriage or war (Hau’ofa, 1998).
Furthermore, the notion of independent countrigdar than of regionalism, was imposed on
this Pacific identity by the colonial occupationmoény Pacific island countries and early

European cultural mapping (Thomas, 2004).

Concern for the region’s marginalisation in 200d tlee Pacific Eminent Person’s Group to
develop the Pacific Plan, a framework that repressée first articulation of a new Pacific
vision of the region and which has been signedbpféll Forum Island Leaders. The Plan’s
concept of regionalism is not as far reaching asatbstern concept and provides scope for
Pacific countries to pursue self determination tnexplore their own common identity, the
‘Pacific Way’, which is different from the neoliksrway; an identity that continues to evolve

in response to western hegemonic discourse.

An in depth analysis of the implications of regitisra in the Pacific is beyond the scope of
this thesis. However, this research describes stiee key features of regionalism that are
shaping how Pacific people view, and respond &mleimpediments to access to medicines;

which is the topic of this research.

This chapter describes the three separate systatistiuence access to medicines in the
Pacific region (outlined in Section 1.3) and what some of the factors which influence
Pacific peoples’ access to medicines. The Chap@mences with the demand-side; a
description of population health trends and pubéalth services. The focus then moves to
the supply side and elaborates on the regionahatidnal trade policymaking mechanisms in
the Pacific. Here, the potential impact of prombsgernational trade agreements (EU EPA
and PACER) on access to medicines is discusseat alith the diverse forms of national
intellectual property rights law that currently €xi The chapter concludes with a description
of the architecture of human rights mechanisméénRacific region and how human rights

are perceived by Pacific people.
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The countries comprising the Pacific region are:@ook Islands, Federated States of
Micronesia, French Polynesia, the Fiji Islands jiti, Nauru, New Caledonia, Niue, Palau,
Papua New Guinea, the Republic of Marshall IslaBdsnoa, Solomon Islands, Tonga,

Tuvalu and Vanuatu.

3.2 Overview of health trends and services in thedeific

3.2.1 Pacific population health trends

Despite good progress being made in selected h&talilstics in some PICs, there is
increasing concern over the variation in healthisttas between, and within, countries with
progress slowing down or reversing in some areash&rmore, the MDGs progress report
showed that some PICs are unlikely to achieve #adtt-related goals by 2015 without

significant additional investment in health andatet sectors (Tukuitonga, 2006).

The economies of several PICs are static or inmechnd despite substantial external
development assistance over several decades, iodi@e that living standards have either
deteriorated or only slowly improved. Health iratiors suggest that much more needs to be
done to improve health in the region and to offeehe of the adverse effects of poor
economic performance, political instability, urkeation and globalisation, and fragile health
systems.

The region is undergoing a demographic transitiowhich birth and mortality rates continue
to decline, although several PICs continue to Hagk fertility rates. Morbidity and mortality
patterns are also changing in the region, and hotaje-standardised all-cause death rates are
two to three times higher than in neighbouring digyed countries. Although each country

exhibits its own health trends, there are some comtrends.

As seen in Table 1, non communicable diseases (N&bstheir common risk factors,

including unhealthy diet, inactivity and tobacceuare the leading causes of death, disease
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and disability in all PICs. For example, NCDs aguted for 70 - 75% of all deaths in all PICs
except for PNG where they accounted for 58%. Ragiferweight and obesity rates are

among the highest in the world, with seven PIC&edrin the top ten most obese countries in
2007 (WHO, 2007c). Obesity can slice 2-3% off thesg domestic product (GDP) in indirect

costs to the economy as a result of poor healtraandability to work.

After NCDs, communicable diseases, maternal, p&licanditions and nutritional disorders
are the second largest group of conditions caus#agh. Generally, this group accounted for
about 20% of all deaths in most PICs except intitii (27%) and PNG (34%). Diarrhoeal
diseases and tuberculosis are the leading infectimeases causing death. WHO estimates
that over 4% of the global burden of disease isacted for by diarrhoeal diseases, mainly
concentrated in children, and that 88% of this barid caused by unsafe water supply,
sanitation and hygiene. Deaths caused by HIV/AlBsawnfrequent in all PICs except in
PNG which is experiencing annual increases in HID® of 15-30% (similar in scale to sub-
Saharan Africa in 1992). Left unchecked it coulg¢etf 30% of all women by 2010.
HIV/AIDS is also a rising problem in Fiji.

The proportions of the three major causes of dieagach country are depicted in Tablel

below.
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Table 1: Age standardised death rates per 100,00@@ proportion (%) by cause, by

country. 2002.

Country All NCDs Communicable, Injuries
Causes (Age Std Rate | Maternal, Perinatal, | (Age Std Rate
(Age Std | and % of all Nutrition and % of all
Rate) deaths) (Age Std Rate and | deaths)
% of all deaths)
American Samoa Na Na Na Na
Cook Islands 817 616 (75) 163 (20) 38 (5)
Fiji 1,065 825 (77) 200 (19) 40 (4)
Kiribati 1,099 773 (70) 303 (28) 22 (2)
Marshall Islands 1,333 998 (75) 274 (21) 62 (5)
Micronesia 1,062 782 (74) 242 (23) 39 (4)
Nauru 1,446 1,136 (79) 178 (12) 132 (9)
New Caledonia Na Na Na Na
Niue 856 637 (74) 181 (21) 39 (5)
Palau 968 744 (77) 186 (19) 39 (4)
PNG 1,413 815 (58) 494 (35) 104 (7)
Samoa 1,026 782 (76) 204 (20) 40 (4)
Solomon Islands 1,092 786 (72) 269 (25) 37 (3)
Tonga 888 684 (77) 174 (20) 29 (3)
Tuvalu 1,428 1,046 (73) 314 (22) 69 (5)
Vanuatu 1,033 772 (75) 223 (22) 38 (4)

Sourcehttp://www.who.int/healthinfo/bodestimates/en/indgrl

3.2.2 Pacific health care provision

In the region, health care systems are organigedhree levels: community-based
health/nursing stations (primary care), districpasvincial health centres, and central
hospitals (secondary care). These systems preeidces for the whole country, including
remote areas and outer islands. Due to a lagk-cbuntry capacity and facilities most small
PICs provide a referral system for specialised oadiare (tertiary care) to overseas health
facilities. These referrals consume up to 20%otHIthealth care expenditure in some
countries which further depletes budgets allocatettugs (Tukuitonga, 2006).

As documented, health care systems are generalytated towards primary health care with
the bulk of services provided by nurse practitisrend non-physician providers from village
and district-based facilities. Reform of healthecaystems has been undertaken in several

PICs including Fiji, Samoa,Vanuatu and PNG. ThHese focussed on improving policy,
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planning and management of health services anthhestde financing arrangements. Reforms
are ongoing and the impact on health systems atodmes remains uncertain. Several PICs
have decentralised their health systems, which maag inadvertently contributed to the

problems of providing a basic level of secondargithecare.

3.2.3 Pacific health care financing

Governments are the major funders and providehgalth services in the Pacific with limited
private provision in Samoa and Fiji. Under WTO GATS8untries may elect to include
‘health’ in their set of services nominated foidiediberalization. This is how foreign health
insurance can enter local markets. However, casinay also apply ‘certain conditions’ to
the liberalization to gradually introduce the triéiogs. Table 2 shows selected health care
expenditure indicators in some PICs. The propoibGDP spent on health care and the per
capita expenditure varies considerably within ggion with high rates of per capita
expenditure in Pacific Island Territories affilidtevith France, USA and NZ (except the Cook

Islands).

As seen, the three most densely populated PIGs PN and the Solomon Islands) spend
proportionately lower amounts of GDP on health42.8.7% and 4.8% respectively) while
countries in Micronesia and Polynesia generallyndpehigher proportion of GDP on health

compared with Melanesian countries.

There is no recommended level of national healdmdimg although 5% of GDP is generally
used as a benchmark level, in particular for printegalth care and health system support.
Table 2 shows at least five PICs are below thisllevhe recommended per capita health
spending per year is $35USD (WHO, 2006b) and PNgtla@ Solomon Islands are below this

benchmark (refer to Table 2 below).
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Table 2: Indicators of health expenditure by seleed Pacific Island Countries, 2003

Country/ Per capita | Total General Private General External
Population | health expenditure | Government expenditure government resources
expenditure | on health expenditure on health as| expenditure for health
US$ (2003)l as % of | on health as| % of total | on health as|as % of
# GDP % of total | expenditure % of total | total
expenditure on health govt. expenditu
on health expenditure re on
health
American 500 na 98.0 2. 14.0 70/0
Samoa
Cook 294 3.8 87.9 12.1 9.6 12)2
Islands
Fiji 104 3.7 61.3 38.7 7.8 134
846,090
Kiribati 96 13.1 92.4 7.6 7.8 0.8
99,000
Marshall 255 13.1 96.7 3.3 14.4 16/4
Islands
Micronesia 147 6.4 88.0 120 88 np*
Nauru 798 12.3 88.5 112 Na
New 1558€ 9.2 Na na na Na
Caledonia
Niue 655 9.7 98.4 1.6 9.3 9.p
1,200
Palau 607 9.7 86.Y 133 15,2 15.8
PNG 23 3.4 88.9 11.1 10.9 28)3
5.8mill
Samoa 94 5.4 79.0 210 20.1 18.9
Solomon 83** 4.8 93.4 6.6 9.4 68.5
Islands
478,000
Tonga 102 6.5 85.1 14,9 2112 30.9
Tuvalu 142 6.1 83.3 16.7 60 70.5
Vanuatu 54 3.9 73.8 26.7 12.9 2514
211,000
New 1618 8.1 78.3 21.7 17.2 0
Zealand
Australia 2519 9.5 67.5 325 17.7 0

#WHO Western Pacific Region internet statistichléa. Refer to data for year of collection
* previous average of 11.8% for the last 4 years
** $US83 was submitted by the country and refetethe General Government Health Expenditure atial
dollar rate. The per capita health expenditurefi3 was $US28.
Source: World Health Report 2006 except CHIPS foeAcan Samoa and New Caledonia
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While the share of GDP spent on health and govemheenditure on health as a percentage
of total health expenditure is comparatively higlsome PICs, these indicators do not reveal
an accurate picture of health spending. This isibge unit costs are high in the region due to
the high cost of transportation and communicatitirctv exists in small island developing
states. The government is expected to providéutheange of services even though
throughputs can be extremely low for some spetisdisszices. As noted also Pacific
governments are reliant on developed countriesdore off-shore treatment, which the

Pacific government pays for at great cost.

Therefore, even though the share of GDP spent althhis higher in some PICs, this level of
expenditure may be insufficient to meet the cogirofiding basic health care services. For
example, Kiribati and the Marshall Islands spendxoess of 13% of GDP on health.
However the isolation and remoteness of the islame® factor as they have higher infant
mortality rates and maternal mortality rates, awldr immunisation coverage in the region.
Conversely, Fiji and the Cook Islands have betsults for the same indicators yet they
spend less than 4% of GDP on health (WHO, 2006b).

Private expenditure on health is highest in Fgipt®a and Vanuatu where the government
share are also the lowest in the region. For exangolvernment expenditure as a percentage
of total health expenditure is lowest in Fiji (61%)d Samoa (79%) which corresponds with
higher private contributions. In the case of Ai)0% of private funds are derived from
patients paying for their own medicines, a terntechlout-of-pocket payment’. In contrast,
78% of private contributions in Samoa are derivednf people making their own payments
out-of-pocket. However, health outcomes and heajlsitem performance indicators are

comparable in both countries.

Private expenditure on health is usually made fomtrof-pocket expenses as prepaid, and
insurance, schemes are rare in the region. Optoiket expenses have increased
considerably in recent years in the region butibetanformation is not available. User fees

are reported to be widely used in several PICs Iméon primary care, pharmaceuticals and
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related services but most hospital services aee fre

3.2.4 Regional medicines initiatives

A ‘Regional Strategy for Improving Access to Medies in the Western Pacific Region 2005-
2010’ has been developed by the PIFS and Pacifdtii®inisters, in conjunction with the
WHO (WHO, 2005), and partly funded and resourcethieyEuropean Community. The
strategy has eight technical areas of work inclgdaollective procurement, access to
medicines, trade globalisation and the TRIPS AgexemThe WHO WPRO office in Suva is
the lead coordinating agency.

The information gathered from literature reseanath participant interviews did not indicate
that the TRIPS agreement and trade issues featuyestrongly in this WHO regional
strategy, which will be discussed further in thedfngs in Section 5.2. The SPC is also
investigating the benefits of collective pharmamaitprocurement for communicable
diseases under various regional public health pragres. Larger PICs, such as PNG and
Solomon Islands, have indicated they are unlikelgeanefit from a regional procurement
approach.

3.3 Overview of key trade agreements and trade palymaking in the

Pacific

3.3.1 Trade policymaking mechanisms in the Pacific

Trade policymaking in Fiji is institutionally linkkto the Forum Secretariat at a regional level,
where Fiji is represented by its Prime MinistemdSorum Leader, and at the Forum
Secretariat by its Minister of Foreign Affairs aBgternal Trade. Prior to the 2006 coup, Fiji
used to share an alternating leadership role wathcéa for the Pacific ACP Regional
Negotiating Team which meets with European Comminssis to resolve political and policy
matters. The Forum Trade Ministers are advisethéylrade Experts Advisory Group
(TEAG) who prepares regional strategic documeklthen TEAG was created, discussions
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with regional NGOs resulted in the Pacific Concdresource Centre (PCRC) providing a
member from civil society to join in discussiongiwihis advisory group, but information and
representation at meetings was reported to have ddestructed and there were few resources

to support this work (Kelsey, 2005).

It is likely that trade agreements that are spetdiFiji, such as the Bilateral Trade Agreement
being negotiated with New Zealand and China, amadtated at a national level, without
reference to the Forum Secretariat. However ritimassumed that many of the resources
and key trade personnel involved in these are camtmboth. This situation raises issues of

accountability and sovereignty.

Regional representation, such as the PIFS, in tmadetiations is not uncommon amongst
small developing economies, for example the Caghlmmall island developing states has a
similar mechanism. However this mechanism intredussues that would not exist if trade
policymaking remained exclusively within the natdomain. These national and regional
issues need to be thought through and proactivalyaged. They include: legal and
sovereignty rights; access to research undertakether members of the regional negotiating
team, which are officially limited (Kelsey, 200%)gcountability and the increasing risk that

agreements will only be approached from a tradepsetive (Kelsey, 2004).

The role of the PIFS is to provide technical assisé on trade and economic issues requested
by Forum Leaders. This assistance includes afen#tional leaders to trade obligations of
significance to their economies. This regionalature draws on the technical expertise and
support of ten independent agencies, referred tbea€ouncil of Regional Organisations in

the Pacific (CROP). These provide technical adtocthe PIFS, and to individual PICs that
lack the capacity, across a range of scientificiadpand cultural areas. The CROPS
collaborate with UN agencies and foreign aid ageshon numerous regional programmes
such as the Pandemic Preparedness Programme @iedlby the Secretariat of the Pacific

Community (SPC) in conjunction with WHO.
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3.3.2 Impact of international trade agreements onacess to medicines in the Pacific

Most PICs are signatory to several, often overlagpmultilateral, regional and bilateral
agreement?’ These are listed in Appendix 3. The number amdptexity of the various
trade agreements and official deadlines set footi&tpns places significant pressure on the
governments whose ability to effectively respontinsted by factors such as a lack of

financial and technical resources, human resouesgrtise and analysis.

The proposed regional trade agreement betweenUhent 14 PICs (EU EPA) is the most
current, and relevant to access to medicines, migthecause of the potential TRIPS-plus, and
PCT membership, but because it can trigger PACERACER s triggered, the PICs could
be obliged to commence negotiating this trade agee¢ with Australia and New Zealand and

to offer similar concessions made in an EU EPA.

The EU’s primary interest is to liberalise trade @am introduce regulatory reform and TRIPS
(Oxfam, 2006b). The proposed texts and respomsesthe EU suggest that the treatment of
IPR under the EPAs is more likely to converge it practice of the US, which has TRIPS-
plus provisions in FTAs. These include obligatianith standards of protection beyond those
required by the WTO TRIPS Agreement and compromtisaise of TRIPS flexibilities in the
Doha Declaration (CIEL, 2007) which are opposedhayinternational development
community (Correa, 2007). If an agreement had lsegmed with all 14 PICs in 2007, the EU

had earlier signaled IPR issues would be negotiated08*

These terms of the EU would apply to all PICs sihuap to the EPA, regardless of their
existing WTO member status. Patent activity cdaddexpected to increase significantly as a
result, including pharmaceutical patents, whichldempeded access to medicines through
raising the price of patented drugs and block tiygartation of cheaper generic versions of

that drug, even several years after the patentexkpi

37 For updates on the trade negotiation processeswaebilaterals.org
3 For a description of the EU EPA trade negotiatinith the PICs and other updates see, for exartipde,
website of Oxfam New Zealand (2007)
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Under special circumstances, such as a nationéihhezaergency (where patents are
restricting access to cheaper medicines) goverrsnemteveloping countries have the ability
to use Compulsory Licences (CL). A CL permits go@ernment to import, or to
manufacture, medicines that are patented in tloeinicy, without the patent owners consent.
These medicines must be used to respond to putdithhcrises and not sold for commercial
gain. TRIPS-plus provisions can either limit tis® wf compulsory licences, or block generic

manufacturing using data exclusivity and linkagergveening provisions.

As this thesis was being written in early Decenfi¥7, Fiji and PNG, under pressure from
the EU, had negotiated individual agreements rdttaer continuing to negotiate as a regional
bloc. A full evaluation of the content of thesdiwidual agreements and the economic and
political significance to the individual countriesd to the region as a whole, was not yet

published in the public domain when this thesis b&igg written.

3.4 Overview of intellectual property rights in thePacific

“It is the responsibility of all of us to raise TRR$ and access to medicines issues, not

just leave it to one or two specialised healthteglaagencies”
Dr Stuart Watson, Pacific Regional Coordinator, UNS, interviewed October 2007

A comprehensive explanation of the key treatiedinigavith substantive patent law (which
includes the Paris Convention and Patent Cooperadtieaty (PCT), and of WTO membership
status, the main features of national intellechuaperty law, application in the Pacific of the
Doha Declaration and the Paragraph 6 Decision atrdditional knowledge model law) is
included in Appendix 4. Several of the key featwemtellectual property rights and of these
treaties are discussed here because they conttdobtev Pacific islanders view trade and

access to medicines.
Firstly, the PICs are net ‘users’, rather than &ators’, of intellectual property rights.

Secondly, although there is a low membership @rimdtional IP treaties, most PICs have

national patent laws which vary widely and areuaficed by factors such as WTO
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membership activity, donor assistance and colamalregimes. Thirdly, PNG, Tonga, Fiji

and the Solomon Islands have international oblgetiregarding substantive patent law under
WIPO and WTO. By 1 January 2005, Fiji and PNG teagrovide patent protection for
pharmaceutical products. Being an LDC, the Soloistamds do not have to comply until
2016 (and until 2013 to implement other elementsjle Tonga, under its WTO accession
package, has until 1 June 2008. Fourthly, in sooumtries, the Patent Office function is
limited to re-registration of patents already geahin another nominated country, for example
the United Kingdom, while in others, all patents eggistered without scrutiny and their
validity tested in court if they are ever appealgdarch and examination capacity is limited
and the IP offices of Tonga, Fiji and PNG has aarayement with IP Australia to provide
patent searches and examination (Farquhar, 20%&hly, the economic and cultural
preferences for allocating limited resources tohieir developing the framework for traditional
knowledge instead of to developing regional pofi@ed strategies for IPR also appear to be

relevant to this discussion.

PICs continue to face unauthorized use of thetliticmal knowledge (Mead, 2007) which, in
the main, conventional IP law fails to protect.m&del law on ‘Traditional Biological
Knowledge, Innovation and Practices’ was drafteddf0 by the South Pacific Regional
Environment Programme (SPREP). This involved carsidle national and regional
discussion. It will be developed further in 2088the PIFS. However, resource constraints
mean that any further IPR initiatives are susperoled that same period, in preference for
resources being allocated to the development i@ditional knowledge framework. The
Pacific Plan refers to a regional institution, sashthe SPC, developing a regional framework
for the Pacific cultural identity and for this fremork to (ambitiously) force both IPR and

traditional knowledge to concede to wider develophabjectives.

Finally, the patent activity is relatively low atite majority of applications are made by
foreign applicants, many of these patents aredrptrarmaceutical categories (Ey, 2005).
This activity can be expected to rapidly incredsERIPS obligations, or PCT membership,
are introduced to more countries in the regione Merature research and field research

interviews suggest this could happen as a resdttusfindependent mechanisms: through
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regional trade agreements that require all cowstriet just WTO members, to implement
TRIPS and/or to join the PCT; when more countriede to the WTO,; if IPR functions were
integrated and centralized through a regional pat#fice, making it easier for foreign
applications to be registered in several countitemce; in the long term if a review of
collective medicines regulation were to resultaming the Australian TGA (or proposed
ANZTPA) that already incorporates TRIPS-plus patdsiigations inherited under the Aust-
US FTA.

3.4.1 Patent cooperation treaty

The draft EU EPA being negotiated in 2007 signaledquirement for all PICs to join the
Patent Cooperation Treaty (PCT). At present onlysR8la member of PCT. After it joined in
2003, one information source indicated that PNGreadived 940 designations and that it
appeared to be routinely designated under the BGipplicants (Drahos, 2007). If other
PICs join the Treaty, the current low rate of pategistration in the region is expected to

escalate dramatically (Ey, 2005).

There are currently only a few PCT offices worldevithpable of examining PCTs, prior to
filing in individual countries. The financial inggment required to establish these offices and
the specialised knowledge required to examine #tenps are prohibitive for developing, and
some smaller developed, countries to consider ksttaiy. For example, New Zealand uses
IP Australia to file PCTs in this region. PICs &kely to have no option but to do the same,

which would be a reasonable solution if they coeceid join PCT.

PCTs are usually examined using a more flexibl@tetiterion than in individual countries.
When the patent holder decides to file in individz@untries it is up to the national patent
office in that country to re-examine the patentiagfats own (usually stricter) patent law to
determine if it will be accepted. However, PICsuldbnot have the capacity to examine each
PCT case, and therefore may end up accepting prothat other countries may reject, such

as pharmaceuticals dumped on them with commeiigiatisrto raise their price.
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3.5 Overview of human rights mechanisms and challges in the Pacific

“You cannot look at human rights in the Pacificlvaitit looking at custom. There is a
perceived conflict between human rights and custamultural relativist approach.
Advocacy around custom and advocacy around hurgatsrhas caused conflict and a
better quality of advocacy around both is requirétiere is a need to walk through the
issues on a case by case basis rather than pdwkman rights, or custom, to one side

and trying to advance one without the other.”

Ms Joy Liddicoat, Commissioner, NZ Human Rights @assion, interviewed November 2007

This section builds on the background informatioovded in Chapter 2 and discusses

existing human rights mechanisms and obstaclds application in the Pacific region.

3.5.1 Institutions and mechanisms

Regional networks between national human rightshameisms are encouraged by the UN
General Assembly and exist throughout the worldhwie exception of the Asia-Pacific
region. The possibility of including the Pacifitan Asia-Pacific regional human rights
mechanism has been suggested, but it is recogthiaethe two areas are so diverse,
presenting a major obstacle to achieving this.e©tbgional networks, such as Africa,
America and Europe, share a greater degree ofrabind philosophical homogeneity (New

Zealand Law Commission, 2006).

If there were a regional mechanism it may be padflerto limit it to the Pacific which
constitutes a distinct region, or possibly stathvgiub-regional mechanisms covering countries
that share particular cultural and historical affes. This could take the form of including a

human rights desk at the PIFS for example.
There has been progress in regional human rightsglie and cooperation in recent years

through: (i) annual workshops in the Asia Pacifictin of National Institutions under the

mandate of the UN Commission, and (ii) a procesaded on national institutions and the
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benchmarks of the Paris Principles.

The Pacific region has the lowest ratification saterldwide of the core international human
rights treaties. There is however, a broad infugstire for the promotion and protection of
human rights in the Pacific amongst the existirggitations (PIFS/NZHRC, 2006), albeit

some of these are in their early infancy. Humghtda mechanisms vary widely amongst the
PICs®* They include national constitutions, parliameyptsystems, governance structures and
systems, legal systems (including the judiciarg)aetive civil society and regional
mechanisms. The efficacy and efficiency of thestesns are highly contested and Pacific
leaders have acknowledged, in the Pacific Plathat more work is needed to fine these up.
Initiatives for the first three years include stépsupport regional consolidation of key
institutions such as audit and ombudsman officastomn, leadership codes and departments

of attorney-generals that underpin good governance.

The Law Commission currently notes that Pacificgteoaise three broad concerns about
human rights: limitations on progressing them assalt of competing and significant
demands on limited resources, onerous internatioeatly body reporting obligations, and
tensions at the interface between custom and huiglats (New Zealand Law Commission,
2006).

3.5.2 Concerns between custom and human rights

“In the Pacific region there is some resentmenuabize concept of rights. Some of our
leaders are fond of decrying them as western ena&oncept at odds with our values.
Human rights is universal in nature... Interestinglys not the downtrodden, the
oppressed or the marginalized who make the cmticif is those of us who are part of
established power structures that query the agpligaof these rights”

%9 For a thorough discussion of existing infrastroetand attitudes to HR refer to NZ Law CommissR00)6
and visit the UN websiteww.unchr.ch

“%1n 2004, the PIFS leaders adopted a vision foegion of peace, harmony, security and economic
prosperity....respected for quality of governance,ghstainable management of resources, the fudiredasce of
democratic values, and for its defence and promaifchuman rights”.. The leaders agreed to giveatffo the
vision through the Pacific Plan, which was endolise2005.
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Ratu Joni Madraiwiwi, Vice President of Fiji, 200/6

Strong philosophical differences exist in the Ragcjfarticularly relating to the interface of
custom and human rights (PIFS/NZHRC, 2006). FangXe, Pacific people view the good
of the family as paramount rather than individualéindamental difference that reinforces
the concept of cultural relativism discussed eanti€Section 2.4.1. Furthermore, in contrast
to human rights instruments, customary rights atecadified so they cannot be separated
from the people enacting them. As a consequemnstomary rights, and the many forms of
traditional courts and accompanying traditional,lave changing as community opinions

evolve in response to human rights and globalisatio

These differences are highlighted in a recentg@lbanishment case in Samoa where, despite
a High Court ruling, there remained a wide rangeieivs about a proposed commission of
inquiry to examine inconsistencies between theiegipbn of the Village Fono Act and the
Constitution of Samoa (PIFS/NZHRC, 2006). Thigaiiton is acknowledged in the Pacific
Plan where the PIFS has identified the need toidenkow best to reconcile traditional

systems with formal legal systems, including humghts law.

However, the quote by Ratu Joni Madraiwiwi (abosggygests human rights upsets a political
economy associated with, and advantaged by, custdra.group of people who are ‘part of
the established power structures’ are also thenpatdeneficiaries. Resistance to human
rights can therefore originate from a range of sesirincluding the church, local police and

provincial council workers, who feel their authgmhay be threatened.

Conflicts also exist, for example in relation taldren’s rights, where there is a general
misconception that giving women and children rightght undermine patriarchal authority
and the parent’s respectively. Human rights edoicas needed to shift this perception to
enable people to understand how human rights carsdetto improve social, economic and
cultural rights. A New Zealand Human Rights Consiaser observed, ‘The thesis of the NZ

Law Commission Report on custom and human rightserPICs is that the values that

1 Custom and HR workshop, Nadi, 1May 2006 in, NZ l@@mmission (2006)Converging Currentspp. 15
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underlie custom, and the values that underlie humngguts, are shared. Human rights provide

a vehicle for custom to be valued and vice ver€a.’

The NZ Law Commission Report discusses the cuapptoach and role of several state and
non state actors and makes suggestions for théomagrd. These range from noting that UN
agencies active in the Paciffthave the potential to support PICs to build ortausiry rights
and human rights, while long term aid donors sichNAaAID, AusAID and ADB, having a

role in capacity building®. Furthermore, civil society organisations, foample NGOs, trade
unions and churches, that provide welfare and atberices and engage in advocacy on
social, economic and political rights are acknowkstlas having a significant role in making
human rights culturally meaningful and in helpingenhhance customary governance by
harmonising it with human rights principles (FairbeDunlop, 2002)".

Above all, it is acknowledged that Pacific peopéed to be in control of change in their
societies and of shaping harmonisation of humamtsignd custom. The NZ Law

Commission Report identified a common accord om&mental Pacific values and an agreed
approach to resolving the tension between custairhaman rights would be a necessary step

for achieving such consensus.

The information from this literature research omilan rights, together with field research
interviews provide an understanding of some ofctilenges and opportunities for using
human rights (and any future human rights and costolend) more extensively than it is
perhaps currently, to help protect access to meekain Fiji and the Pacific region. Key
findings and responses relating to human rightsungents are discussed in Section 5.2.5 and

Appendix 5, respectively.

“2 Field research interview participant

3 See United Nations Development Programme (2007 )UMCHR Pacific Regional Centre
http://www.regionalcentrepacific.undp.org.gccessed 7/11/07

4 For example, NZAID is to work with traditional leeers in Vanuatu in reforming the corrections system
Oxfam recently suggested the strengthening of owasty dispute resolution systems in the Solomoméga
Oxfam Australia and Oxfam NZ ‘Bridging the gap beem State and Society: New directions for the Sotom
Islands (2006) 26. The reference UK DFID (2004ates to a briefing paper that considers stratdgies
engagement with non-state justice systems (inctudiustomary systems)

4 Useful documents on civil society in the Pacifie available in the South Pacific Civil Societpiary at
http://www.vanuatu.usp.ac,flast accessed 5/11/07
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3.6 Conclusion

Pacific people are reliant on their national goweents to provide health care services and
medicines. A significant difference in the levébwareness of trade and access to medicines
in the Pacific region compared with some other tiag countries might be explained by
relative differences in population size, levelmdustrialisation, range of primary healthcare
services and content of international trade agre¢srend TRIPS provisions. However, other
contextual issues that are specific to the Parfyton also appear to be shaping the findings
in this research.

The Pacific region is comprised of several indegem@mall island developing states, which
face their own set of development obstacles asudtref diverse ethnicity, geographic
remoteness, isolation, and poor competitive or aratjpve advantage. Furthermore, the
region is under pressure to enter the global teadystem as a regional trading bloc and to
deepen trade liberalisation while making concessiorareas such as TRIPS provisions that
subsequently affect the government’s ability tawlpublic goods, including access to
medicines.

The concept of regionalism appears to have a signif influence on how Pacific people view
trade and access to medicines. Firstly, this éabse Pacific people have not historically
identified with regionalism, which is by and large externally imposed concept, raising
major issues of national sovereignty and promptivegexploration of regional identity in the
‘Pacific Way'.

Secondly, regional integration initiatives undes Bacific Plan and regional trade negotiations
with the north are introducing a new layer of meghias that have an influential effect.

Some examples of these include the strength dfutishal linkages and policy coherence
between regional agencies, for example PIFS and &mR{Cbetween regional and national
stakeholders, for example information sharing amaheistic trade representation in regional
negotiations. The capacity of the CROPS to delwetegic policy advice as well as
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technical assistance to the PIFS and to indiviéN@k is a further factor while, interestingly,
the juxtaposition of traditional knowledge and IRRd how these two systems are perceived
by Pacific people as instruments to protect actepsiblic goods and to contribute to

economic development are also significant.
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Chapter 4: The National Context

4.1 Introduction

Fiji is one of the larger and more developed PIEg.s geographic location and
comparatively better developed infrastructure pteva hub for local islands to develop their
industry and exports. The main sources of forexghange, which include sugar, agriculture,
mining, garments and tourism, are currently in gaingecline. The cessation of preferential
trade agreements and the failure to capitalisderexport sector’s temporary market strength
(Robertson, 2006), ethnic tensions and politicalahility are some of the reasons for their

collapse.

With sugar and garment production in decline, iBijjow more reliant on tourism, an industry
which is most vulnerable to political instability.his sector has been pushed into further
decline by the 2006 coup, the latest in a seridswfcoups since colonial independence in

1970, with two coups taking place in 1987 and en2000.

With the gradual loss of preferential trade agre@s)d-iji (and other PICs) is being pressured
to sign reciprocal trade agreements with majoritigagartners in the north. Such agreements
are modeled on the free market liberalisation afdgoand services with far reaching
provisions that restrict development policy sp&gig(itz, 2005). Changes to a country’s
intellectual property rights law that restrict therallel importation of cheaper pharmaceuticals
is an example of this. Thus, Fiji is facing thdlajose of previous export earning industries,
such as sugar and textiles, at the same time ag bgpected to deepen, and expand, its
current liberalisation process. Further, thesget@greements are likely to contain provisions
that impact on national sovereignty and the abibtgchieve culturally appropriate,

sustainable development.

Fiji’s failure to sustain economic growth has beeticised by proponents of free trade who
attribute this to aid dependence, public sectonyism and corruption (Chand and Bowna,

2007; Hughes, 2003). In contrast, opponents ohdgemonic free trade model point out that
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trade agreements must be development-friendly (@x2905; Oxfam, 2006b) and require
‘good governance’ to bring about the synchronisgibas of deepening and diversification of
economic activity and the construction of social asonomic infrastructure to achieve

sustainable development (Robertson, 2006).

This chapter provides a brief introduction to Bijid examines the national process for trade
policymaking and the capacity of public and civitgety organisations to deliver trade and
health advocacy. This is followed by a descriptibmational medicines procurement process
and of the main features of the national intellatroperty law. Here | also describe how
pharmaceutical patents are examined. The fingioseelaborates on the challenges and
application of human rights instruments by governtngN agencies and NGOs. | conclude
by reflecting on the key factors that shape Fipaople’s views of trade and access to
medicines and compare these with factors in thadsocontext of the Pacific region.
Information in this chapter is drawn substantidtym my field research interviews. It is
noted that many of the processes described doppetaa to be as concisely documented in

primary literature sources.

4.2 Overview of the Republic of Fiji Islands

The Republic of Fiji Islands is located in the SoBacific and comprises 332 islands,
approximately one third of which are inhabited. Tie largest islands, Viti Levu and Vanua
Levu, contain most of the population of 850,0000&20with around 20% residing in the
capital, Suva (ADB, 2006).
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Figure 1: Map of Republic of Fiji Islands (sour®&Z MFAT, 2006)

Fiji’'s population is composed of indigenous Fijigb4%), Indo-Fijians (39%) and other
ethnicities (7%). The estimated annual populati@mwgh rate per annum is 0.99% (1990-
2005), the fertility rate is 3.3 children per womarfant mortality is 18 per 1000 (2002)
(UNDP, 2005) and more than 90% of adults can readnaite. In 2003 life expectancy at
birth was 67.8 years. The World Bank classifigsds a lower middle-income country and
the estimated Gross Domestic Product per cap2@04 was FID3384 ($1,952.40USD)
(ADB, 2006). Estimates are around 25% (1:4) afdatolds live below the poverty line due
to uneven distribution of income. An additional ahed of all households are highly
vulnerable to poverty as a result of the flatndgh® income distribution. The incidence of
poverty is equally as high amongst the Indo-Fipapulation, although this tends to get
overlooked. In the Human Development Index Fiji weasked 92 out of 177 in 2003 (UNDP,
2005).

Economy and international trade

As noted, Fiji's economy is primarily based on sugariculture, mining, garments and
tourism. Tourism is Fiji's largest source of f@eiexchange which, together with
distribution, transport and communications, conti@s to approximately 20 percent of GDP
(NZ MFAT, 2006). Political instability has contribted to a decline in tourism in recent years.

It is important also to emphasise that the garrmghistry and sugar exports have also
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declined after the gradual phasing out of preféaétrade agreements. For example, the sugar
industry thrived because of preferential trade iétlope under the Sugar Protocol (that
guaranteed up to three times the then world pfmeat most 70 per cent of its production),
while the export-oriented textile industry grew engreferential export conditions in
Australasia after 1980 and later in the United&staind Europe (Robertson, 2006).

Fiji acceded to the GATT in 1993, becoming a mendf¢he WTO in 1996. It accords at
least Most Favoured Nation (MFN) tariff status biata trading partners. In common with
most PICs, Fiji is also signatory to several oygpiag regional and bilateral agreements.
These agreements, and the regional mechanismsé® policymaking, are discussed in

Section 3.3.

The proposed EU EPA currently has the most relevémprotecting access to essential
medicines because it is likely to contain reciptdade arrangements, TRIPS provisions and
obligations that restrict health development poBpgce. In early December 2007, under
considerable pressure from the EU, Fiji and PNGyseheconomies are most reliant on trade
with the EU, broke away from the regional groud4fPICs to sign individual agreements.
An anaylsis of the content and of the economicgoldical implications of this tactic by the

two countries had not yet been prepared as thistheas being written.

Political environment

Since gaining independence from Britain in 197(),Ifaés experienced four coups as a result
of many factors, some of which relate to the unyleg ethnic tension, policy that favours
indigenous Fijians and government corruption. Anstragher factors, the political and civil
instability have contributed to the decline of figan economy, placed limitations and
conditions on the flow of development aid and caased long term, cohesive planning and

management in the public and private sector.

Following the first seventeen years of independeimc#987, a coalition of the Fiji Labour

Party and the National Federation Party came tagpaonvder Dr Timoci Bavandra. A month
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later, it was overthrown by the first of two miliyacoups led by Lt. Col. Rabuka. Fiji was
declared a republic following a second coup in ®etdl987. A new constitution was adopted
in 1990 which favoured indigenous Fijian controFgf. Heavy Indian emigration,

particularly of the middle to high income brackKetlowed the coup. The 1997 Constitution

contained a range of new provisions to encouragdé-ethnic government.

In May 2000, George Speight overthrew the LaboutyHad elected government of Prime
Minister Mahendra Chaudhry, taking the Cabinet dgstand surrendering after a 56-day
standoff. He was sentenced to death for treaster @ommuted to a life sentence) in 2002.
The military installed Laisenia Qarase to leadraarim government. Qarase was elected
Prime Minister in 2001. The constitution requiesesy party receiving more than 10% of seats
be offered Cabinet posts, but Qarase refused thisloDuring his term, Qarase ruled in
coalition with the Conservative Alliance. Theitiaos appeared to support the attempted

coup in 2000. The two parties merged just befloee2006 elections.

In September 2005, Qarase appointed Ratu Naigatahdlavu, his former Lands Minister
convicted for involvement in the May 2000 couph&ad the transport and shipping portfolio.

A central plank of Qarase’s Party campaign wasRideonciliation, Tolerance and Unity Bill
which would pardon supporters of the 2000 couduiting Speight, and erase the criminal
records of those convicted. This was strongly tegy opposition parties, including human
rights groups and the military. The strong pubdéiaation pushed Qarase to amend the amnesty

provision of the Bill and delayed parliamentary atbuntil 2006.

The ruling SDL Party won the election in May 2086abling the incumbent Prime Minister,
Qarase, to remain. Chaudry, who heads the Labaty, Fieécided to remain outside
government. Citing corruption in the governmerdn®nodore Josaia Vorege (Frank)
Bainimarama, Commander of the Republic of Fiji kity Forces, staged a military take over
on December 5, 2006, placing senior military ofisiin Government agencies and

systematically taking in people for interrogatiohawspoke out against his take over.

Following the 2006 coup, the Commonwealth of Nagisnspended Fiji's membership and
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several major foreign countries withdrew aid; ihiduded the postponement of EU
development aid for restructuring the decliningasugdustry. Political instability remains a
major contributing factor in the decline of the romy, and in turn to a decline in government

revenue used for expenditure on public goods, asdiealthcare.

4.3 Trade policymaking, medicines procurement, IPRand human rights
in Fiji

4.3.1 Trade policymaking in Fiji

“There is no point in discussing health relatedér&gssues unless the importance of this
is conveyed to the trade sector and to Forum Lead&ny safeguards in national
strategies and policies may be undermined by tnagetiators signing an agreement

under political pressure.”

Comment by a senior health official in Fiji, inteewed October 2007

Trade policymaking in Fiji, and the PICs in generededs to be understood within the context
of the introduction of the neoliberal agenda byexal advisors in the late 1980’s. In the
absence of an alternative economic paradigm, theedlirection and pace of trade policy and
economic reform and its core values (based on apeess and global integration) introduced
the concept of economic regionalism which is irgicrto all of the major trade agreements

Fiji is engaged with today (Slatter, 2006).

Slatter considered this neoliberal thinking wasveyed to Pacific Island Leaders through the
South Pacific Forum (Slatter, 2006), which subsatjydecame the Pacific Island Forum
Secretariat (PIFS). Established in 1991 to invastidree trade among the Forum Island
Countries, since 1997 it has become pivotal in dioating negotiations under PICTA,
PACER, and Cotonou, and recently set up an EU ind&O Office in Geneva (Kelsey,
2005). The Forum Economic Minister's meetings emage input from World Bank, IMF

and ADB representatives. Traditionally the PIES had an exclusive economic focus. This

has changed recently to include a human developmantiate with the support of a number
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of UN agencies and CROPS, including SPC. This ohangelevant to this research because
government policy on social spending, access taamss and the right to health are
essentially socioeconomic and cultural issueswoatild be expected to be promoted within
this neoliberal agenda. There is a tension betweeman rights and health within the

dominant neoliberal, global economic order. Thisavered in Section 2.4.3.

The Ministry of Foreign Affairs and External Tradethe key agency involved in trade
policymaking. Fiji’'s national trade policymakingaichanism is institutionally and legally
linked with trade policymaking at the regional leaethe Forum Secretariat. A description
of trade policymaking at a regional level is inaddn Section 3.3.1. This situation introduces
sovereignty and inter-agency management issuegtbact on the Fijian Government’s

capacity for trade policymaking.

At a domestic level, the process of trade policyimgkaces internal challenges. These relate
to issues of connectivity. Views are that tradeqyoheeds to be better linked with industrial
policy to ensure investment is more broadly aréited throughout the economy (Robertson,
2006), improved public sector governance, betteraination of expenditure on social
services, and pressure by CSOs to implement fonmeahanisms for trade dialogue and

deeper analysis of various trade options (Oxfarf62aD.

4.3.2 The capacity for trade and health advocacy iRiji

“We espouse the Pacific way as being ‘consultatoeg’we do not acknowledge our
Pacific values include revenge. It is up to lead#rthe various organisations to create a
culture of ‘collaboration’, and for NGOs to fulfithe role of advocating for improving
the interface between different sectors and strast(to improve our trade
policymaking).”

Ms Tupoe Vere, Director, Pacific Concerns Rese@&ehtre (PCRC), interviewed October 2007
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Background

In response to the global trade agenda and develafpof transnational coalitions, civil
society organisations (CSOs) are challenging gowents to have more active involvement in
trade policymaking and dialogue. These challemgeplacing significant demands on
governments, particularly with its uneasy mix @fditional economic and social issues (Ostry,
2002). This trend is accompanied by the emergehnew, and stronger, civil society actors,
supported by international NGOs, to play significanies, especially in consultation
mechanisms for trade negotiations and in buildiygacity amongst domestic CSOs to
pressure governments for increased consultatiortrandparency (Stairs, 2000). For
example, Oxfam New Zealand provides trade advoaasistance to the Pacific Network on
Globalisation (PANG), a regional NGO based in Suva.

This trend is seen in Fiji where CSOs are demangiegter involvement in the EU EPA trade
dialogue, where the asymmetry in bargaining powdtustrated by the PICs combined GDP
being 1,400 times smaller than the 25 EU counf{fegam, 2006b).

The most descriptive documented account of theetregjotiations and civil society
consultation under PICTA and EPA has been writteKélsey (see Kelsey, 2004; Kelsey,
2005). Kelsey’s description of ‘obstruction’ tosmlvement by civil society was reinforced by
a Trade Workshop facilitated by Oxfam New Zealandune 2006 which attracted
representatives from around 60 CSOs. The Presag&eefor this meeting stated, “The lack of
meaningful consultation and transparency on the ERAconcern. It seems that it is only
government trade officials and their counterpartthe Pacific Island Forum Secretariat who
have knowledge on the EPA and what it offers. fEggonal CSO group is fearful that the
EPA trade negotiations are being carried out puvalthe basis of theoretical economic

analysis” (Oxfam 2006c¢).
In Fiji the various groups representing civil ségiare mostly based in Suva, with outreach

programmes to the rural regions. Many of the CSfgsesting to be involved in trade

dialogue are already involved in social and envimental policy issues and some are

66



receiving assistance by external agencies, suttieadsia Development Bank (ADB, 2006) to
develop capacity to engage in development. Thisi@menon illustrates how civil society has
traditionally been associated with activism arodeglelopment issues rather then trade.
Furthermore, as these CSOs develop capacity fagamg in social and environmental issues
there is the likelihood that these skills can lamsferred to trade related issues, the primary

constraint being limited resources and finance.

In 2005, the PIFS introduced two formal mechanismsngage with CSOs. This was a highly
significant step. The first is through a collecto@mmuniqué prepared by regional CSOs at a
meeting held prior to the annual meeting of theflRal€orum Leaders. The second is an
official PIFS accreditation system that enableseatited CSOs to attend Working Party and
CROP meetings as observers. PCRC is the only atte@SO at this stage, with four others
due to apply in 2008. Although the process has s&mv, the mechanism offers considerable

potential to elevate CSO input into trade policymgkn the future.

Current situation

With the exception of the World Council of Churcleasl PANG, it was found that few CSOs
provide advocacy on trade in Fiji. This low numigenot a reflection of how they rank trade
compared with other issues. Often it is becassetrs considered too complex (and IPR
even more so) by CSOs who are challenged by res@orcstraints and more immediate local
advocacy issues; an observation reinforced by thecfor of PCRC:

“| attended a national workshop on trade and IRRe reason why I think there has
been a lack of focus on IPR by NGOs is it's ovedynplicated. That is also the reason
why few NGOs tackle trade advocacy. | can remerttiieking ‘how do | surface
through this beast?’ | think that is the reason wWigre were no further discussions on it
amongst NGOs. As a consequence, the focus hasdatifdeveloping traditional
knowledge (frameworks) amongst NGOs and not on IRRa.traditional knowledge

comes onto the community’s agenda more directlyN@@’s need to respond to that.”
Ms Tupoe Vere, Director, Pacific Concerns Reso@ertre (PCRC), interviewed October 2007
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In contrast, there are several NGO’s and UN agsmmieviding health advocacy, for example
FSPI, ECREA, UNAIDS and UNFPA. However, apart freame specialised areas of health,
for example tobacco and alcohol, the type of adepexcludes trade-related factors that
impact on medicines; which might be a missed opatt. A description of national and

regional NGOs involved in human rights advocaancduded under Section 4.5.

While it is the role of health-related UN agenciesparticular, WHO, UNICEF, UNDP,
UNDP Pacific Regional Office and UNAIDS, to proviadership and assistance on WTO
and public health issues, these agencies facedmyabie political pressure, that arise from
advocating for universal health rights, withoutrizeseen to interfere with national

sovereignty in multilateral and regional trade agnents.

A sector based approach to formulating health eatktadvocacy and policymaking presents
a further challenge to the work of these advocagnts. The need for bridgintfferent

sectors is acknowledged by the Director of PCRC:

“Most of the agencies are very sectoral. Thegenged for bridging across sectors on
some of these issues. For example, the Forumt8datelays a lead technical advisory
role on trade negotiations, SPC and WHO providerteal advice on health; they need
greater 'bridging' between them. This isn’t omhyiled to government and inter-
governmental agencies it is also reflected in @um cegional NGO structures and roles.
The structures and mechanisms the government have place for NGOs to engage
with them, including the way the Pacific Plan isistured, often reflects this sectoral

approach and so the NGOs structure themselves cthigtoo.”
Ms Tupoe Vere, Director, Pacific Concerns Rese@&ehtre (PCRC), interviewed October 2007

These factors of: political tensions for UN agesgclew capacity of CSOs and sector based
approaches to trade policymaking are a disadvantagesing awareness on access to

medicines.

68



4.3.3 National medicines procurement in Fiji

“A critical issue in the Pacific is the absenceadiestern) culture of healthcare.
People go to their pastor or traditional healer l@age it until their health has
significantly declined before seeking hospital axdicinal care. By then, the immune

system has already been severely compromised.”
Dr Stuart Watson, Pacific Regional Coordinator, UNS, interviewed October 2007

Fiji's Essential Medicines List, was adapted frdra WHO EML and currently lists around
430 drugs. These are available free from governimeaith centres and hospitals but do not
include medicines (or infrastructure) for most m@mmunicable diseases, such as statins,
chemotherapy and dialysis. Drug stock-outs in ialspand medical centres are not
uncommon (Bailey, 2004). When this occurs peopgecapected to pay full price for drugs at

a private pharmacy.

There are no foreign multinational or local mantiigag companies in the Pacific region.
This situation creates a dependency on foreigntc@srfor all medicines which are imported
directly from wholesalers or manufacturers by thblig and private sectors. The Fiji
Pharmaceutical Services (FPS) funds, procuregstoggisters, and distributes all
government drugs; relying on re-registration frdra source to regulate drug quality.
Occasionally drugs are sent to the Australian Tpeutic Goods Agency (Aust TGA) for
guality testing and regulation, but this is expeasi

Fiji's middle income development status and effitipharmaceutical procurement agency
means that Fiji does not qualify for as much finahaid for health as some other PICs.
Global schemes such as UNICEF, UNFPA, GAVI andGhebal Fund, provide financial
loans or full to partial financing of medicines toeating most communicable diseases, and
provide varying levels of assistance for their preenent and distribution.

Fiji Pharmaceutical Services operates within adikedget which has increased marginally

over the last four years to partially accommodatengl requests for additional medicines.
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Requests for budget increases to allow for incieb@sgient numbers or additional medicines
are submitted to the Ministry of Health by the laal Drug and Therapy Committee, which
is comprised of clinicians, pharmacists, and comiguepresentatives. These requests are

often declined, or meet with mixed success becatifee Governments’ limited public health
budget.

Here | use the metaphor of a ‘generics bubble’egcdbe the current public medicines
procurement scheme. In this case, trade relatpddiments acting on newer medicines
technology would exist outside the bubble, withfihgus of the generics only procurement
policy being within the bubble. As a consequenifi&s imited health resources appear to be
directed to internal determinants and improvingdsithey believe they can control, such as
efficient forecasting and distribution, rather tltmmprotecting WTO safeguards and IPR law.
For example, the Fijian government does not culydrave to use parallel importation

because of the generics only policy.

Interview participants were asked, from a publialtreperspective, what would puncture the
‘generics bubble’? Their responses included: @alalinicians and civil society lobbying the
Government for a ‘wishlist’ of medicines not curtigrprocured, for example, patented
medicines such as statins which are designed terltve risk of vascular events, new diabetic
treatments, chemotherapy and dialysis, (ii) theFhgrmaceutical Services goal is to achieve
the health-related MDGs by 2011. Reaching thistpointhe international deadline in 2015,
could trigger pressure for greater access to padanedicines if the health goals haven't been
met, (iii) increased resistance to first generatiedicines so that second generation patented
versions are needed, (iv) increased demand fongegeneration antiretroviral drugs for the
treatment of HIV/AIDS in the Pacific region, (v) axternal factor, such as a pandemic, and
(vi) withdrawal of global aid funding for medicingdacing greater financial burden on local

governments.

Availability, affordability and efficacy of medicines

Despite being better off economically than somesP#vailability of medicines in Fiji is a
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problem because of drug ‘stock-outs’:

“Frequently, there are media reports about laakedicines in the public sector (in
Fiji)... Although an Essential Drug List (EDL) is in plac®, absolute commitment has
been given by the Ministry of Health on guaranteesdlilability of those medicines to

the public. Anecdotal reports from health serviedfsndicate that the medicines supply
situation in hospitals and in health centres iss@omg. The problem has reached such
a low point (in 2004), that a committee of enquirp medicine supply has been

established by the government.”
Dr M Bailey, Assoc. Prof. Pharmacy, Fiji SchoolMédicines, Sept 2004,

One local clinician commented, ‘A local saying iospitals is the ‘O.0.S- Syndrome’, which
means ‘Out-Of-Stock Syndrome’. This can causedrdpterioration of a patients health if, for
example, a staphylococcus infection is left ungddor 24 hours’. Rather than a trade-related
or affordability issue, the problem was considdrete the responsibility of Fiji
Pharmaceutical Services to fix factors such aswopsion, prescribing, quantification, and
ordering and wastage. To address the stock obtgem the National Drugs and Therapy
Committee devised the ‘Vital Medicines List’, a sebof the Fiji EML. This lists drugs that
should never, ever have stock outs.

In turn, stock-outs create an access issue beochaskack of affordability:

“You see lines of settlement people queuing atatigpts for medications and they will
be told the hospital has run out, go to the phaym&ut these cost money at the
pharmacy, so people go without. Who is accountfanléhe fact the drugs are not there
for people? Whose role is it to audit and to adteZa

Mr Semeti Qulowasa, Field Coordinator, EconomididasECREA interviewed October 2007

An analysis of the price of drugs in the Pacifigiom is beyond the scope of this thesis.

However, further research to determine the extattrice and affordability prevent access,

¢ See reference Bailey (2004).
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and for which drug groups, would be valuable. Altglo the results may not be extrapolated to
other PICs, a study undertaken in 2004 by theS&fiool of Medicine (Bailey, 2004) suggests
that both the public and private sector procurermédrugs in Fiji compared very favourably
with international comparator prices and that s affordable to the waged population.

However the results stopped short of predictingtwttia would be for the unwaged.

Given that around 25% of Fijian households livirggow the poverty line due to uneven
distribution of income, and an additional one thofall households being highly vulnerable to
poverty as a result of the flatness of the incomtidution (ADB, 2006); clearly for a large
percentage of the population even essential droggdabe unaffordable during medicine
stock-outs. This situation, where medicines araetones only available to those who can
afford them begins to establish a two-tier heaygtem which in turn reinforces social

inequality (Marmot and Wilkinson, 1999).

Price regulation of pharmaceutical products isch tioat has been used by many developed
countries to control the price of essential medisiand is a tool used in Fiji. Out of 135
countries covered in the World Drug Survey in 199&r 40% had no measures in place to
regulate medicine prices, whereas almost 80% df-imgome countries and 50% of middle-
income countries practiced some kind of price ragoh (WHO, 2004). The Fijian
Government controls drug prices through the Figé% and Income Board which sets, and

effectively limits, percentage mark-ups at wholesatd retail level.

As a result Fijian citizens are probably betterfoffthe range of free drugs they have access
to compared with some other PICs. At the same tihe¥e was early evidence of individuals
and CSOs starting to question the efficacy of sdrags to produce intended results. This is

illustrated by the Field Coordinator of ECREA wargiwith Fijian settlement people:

“The quality of the drugs people access are sonestuimder-par, but people who can
afford them, get better drugs through the privatga; reinforcing social inequality.
For example, | was helping a man in the settlemdmtsvas inhaling on the asthmatic

drugs given to him by the hospital and he waswtiéezing. | went to the pharmacy
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and bought a $7 inhaler. He puffed on it and imiatety improved. | took the hospital
one back and they told me that's what they issuw®sk $1.90. It makes me start to
think the qualities of the drugs that are freeiaferior to those in the private system.
So although you can say we have access, the quayynot help people's health

improve. This man could not afford to pay for gffearmacy version.”
Mr Semeti Qulowasa, Field Coordinator, EconomididasECREA, interviewed October 2007

The quality and efficacy of the medicines thatan@vided could raise a further access issue
for many Fijian people if they are unable to affondre efficacious medicines. The efficacy of
publicly procured medicines would warrant furthesearch and must be on the agenda of the
WHO and the National Drugs and Therapy Committe@, r@gional organisation such as
SPC. Linking the efficacy of medicines into theesxto medicines and trade discussions at
some point would be valuable, especially if neweptad technology offered significant

improvements in treating some diseases than cugeric versions on the Fijian EML.

The private provision of health services and medisifor those who can afford them, or have
health insurance, is known to reinforce social uaditly in health (Marmot and Wilkinson,
1999). A two-tier health system may be furtheni@iced by physicians who advise their
clients who can afford it, to go to private supmie purchase better versions of the medicines
supplied free by the Government, for example broagdectrum penicillin. A review of the
impact of privatisation of health services on asdesmnedicines and on health development in

developing countries warrants further research.

4.4 National intellectual property law in Fiji

Fiji is working towards WTO TRIPS compliance. Hjcurrent national IPR law contains
some inconsistencies between the Act and the TRH?&ement with regard to substantive
requirements. At the same time, the Act does nmtige for the flexibilities and safeguards
allowed by the WTO TRIPS Agreement, notably thee@tion to exclusive rights (such as
parallel importation and the ‘Bolar’ exception) atmmpulsory licenses (Correa, 2003). This

was discovered when the WHO funded a review ohtt®nal IPR law in 2003. The
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researcher, Dr Carlos Correa, recommended theseresioved as soon as possible (Correa,
2003). A draft IPR Bill is pending completion iretittorney Generals’ Office where its slow

progress appears to have come to a halt sincedf@ @up.

A full description of the process of pharmaceutjatlent examination and registration and
whether there is any current evidence of traddgedlanpediments impacting on Fiji’'s public
medicines procurement scheme is covered in detdguSection 5.2.1. Of particular interest
here is that some PICs use IP Australia to exasonge pharmaceutical patents which could
mean they use examination criterion that is appatgfor Australia, and this is unlikely to

reflect the development needs of poorer countsiesh as the PICs.

The sequence of events describing the lead ugettPR law review, and ongoing initiatives
to establish formal and informal stakeholder megtiafter this event, is relevant to this
research because this core group of individualsoaganisations are showing interest in
access to medicines and have realized the signdecaf trade and IPR law on future access;

although no ongoing agreement to continue meesirygti in place.

In1999 the Chief Pharmacist of the Ministry of Hbdirst noticed a pharmaceutical patent for
Olanzapine had been registered, and this stimulagedwn research into WHO policies,
WTO and TRIPS. This coincided with a paradigmtsitithe WHO when the international
pharmaceutical company, Cipla, publicly shared gmiging information for HIV/AIDS for

the first time. At that point the WHO shifted gelicy on access to essential medicines from
the ‘majority’, to ‘priority’, diseases to receiessential medicines. In 1999/2000 Fiji started
to develop an HIV/AIDS policy which, amongst oth&sks, included a review of the national
IPR law. In 2003, WHO brought in the legal conantf Dr Correa, through its South to South
collaboration who suggested re-drafting currenépiliaw. The IPR review process brought
together pharmacists, lawyers and different Mirestrfor example, agriculture, finance,

foreign affairs and external trade, for discussions

In June 2006, Third World Network (based in Asiagollaboration with WHO WPRO

organised a workshop in the Pacific on TRIPS ardiptealth. This was attended by over
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40 legal and health officials from seven counteed representatives from the UNDP,
Commonwealth Secretariat, MSF, and the PIFS.

Shortly afterwards, FPS proposed a national follmwworkshop, with funding (hosting) from
WHO, to which officials from the Ministry of JusécCommerce, Prime Minster’s Office,
Ministry of Health, PIFS, civil society, patenffick, and regional directors of the clinicians
were all invited. The meetings were not attendgthb private sector for example, the

association representing private pharmacists, wieh later acknowledged as an oversight.

A third meeting, organised and facilitated by tlueufn Secretariat, invited stakeholders to an
informal discussion to get their views about IPRigagst other issues) and to identify
common issues of concern. Not all stakeholders weited to this general session however.
Currently there are no formal mechanisms in plagsohtinue meeting over these issues on a
regular basis. However, the FPS Chief Pharmazistén to ensure an IPR meeting of all

stakeholders is held every two years; the nextgo2008.

4.5 Application of human rights instruments in Fiji

Fiji’'s national constitution includes the FijianIBaf Rights whose overall emphasis is on civil
and political rights, rather than socioeconomic enltural rights. Like most Asia Pacific
countries, Fiji has not yet ratified ICESCR, busisigned up to CEDAW and CRE.The Fiji
Human Rights Commission, established in 1997, tearpy had its accreditation revoked by

the UN Human Rights Commission in early 2007 follogvpolitical disputes over the coup.

The application of human rights instruments varglely among the Fijian state and non state
agencies and generally emphasise civil rightsekample non discrimination of community
testing and education of people with a diseaskerdhan socioeconomic and cultural rights.
Such an emphasis on civil rights is likely to refleocal cultural and political values and
historical colonial ties (This is discussed in mdegail under Sections 2.4 and 3.5).

4" *CEDAW is the Convention on Elimination of Disanination Against Women; ‘CRC’ is the Convention on
the Rights of the Child
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At the present time, there was no evidence in mgaech that any agencies are applying
human rights to specifically advocate for accegsnedicines. Where human rights are linked
to health, for example with UNDP, UNAIDS and RRRbgrammes and policies, the
emphasis is predominantly on civil rights. Two exdes of this include the regional strategies
and policy documents prepared by the UN agencieAIDN and WHO. The Regional
HIV/AIDS Strategy, which has been signed off byl PICs, and the Regional policy
document relating to the preventative managemenbonfcommunicable diseases developed
by WHO, in conjunction with other stakeholders, yet fully signed off, are prominent
regional frameworks for coordinating public hegitogrammes however both strategies do
not include the right to access medicines. Sewrile UN agency participants that |
interviewed raised these two strategies as exangplesnissed opportunity to include access

to medicines, mainly because they had been unavfdine need.

There also appears to be a lack of awareness okt for trade and access to medicines
advocacy amongst CSOs. The Training Coordinaton fihe Pacific Regional Rights

Resource Team (RRRT) specifically commented on this

“Our use of human rights and rights-based apprdaahot currently specifically
address access to medicines however this is samgetimat the community paralegals
could address at the community level. Our headiyocacy mainly relates to civil
rights and non-discrimination. For example, a geafficial in the Ministry of Health
once described the victim of a sexual assault vambacted HIV. This creates problems
in a small community as it enabled people in henmainity to identify who she was.
This breech of confidentiality and privacy coulddeto social stigmatisation. Our
partner organisations in Fiji highlighted this cent  We could extend into this area
however if the need was identified. RRRT could alsok at the meso and macro level
with the Ministers of Trade on building capacity lmow they could use international
human rights law to decline TRIPS-plus in tradesagrents by falling back on the fact

they have signed these international Human Rigbts/éntions.”
Ms Gina Houng Lee, Training Coordinator, RRRT, imtewed October 2007
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The Pacific Regional Rights Resource Team (RRR®&)psoject of the UNDP Pacific Centre
and specialises in providing training, advocacghtecal support and policy advice on human
rights to the Pacific Island states and non govemtrorganisation partnef$.RRRT receives
primary funding from the New Zealand Aid and Interanal Development Agency. It works
simultaneously at the community level, where théyaate and support rights-holders to claim
their rights, and at the government level, whesy tstrengthen the accountability of duty-
bearers towards their human rights obligationseyTdiso target the meso-level (senior civil
servants, access to justice agencies, legal profeaad law graduates) through training and
technical advice. They also publish a Pacific HurRéghts Law case dige$t. RRRT

Training Coordinator emphasised this approach wasiberate strategy on their part in order

to get the human rights message across:

“Sometimes the human rights language is perceigsembafrontational or in conflict
with the way things are being done. So we tryrampte awareness through the macro-
level, and filter it downwards, and through thesgreoots and meso-level, and push it

upwards”.
Ms Gina Houng Lee, Training Coordinator, RRRT, imiewed October 2007

In contrast to RRRT, the human rights approachdsstmtegies of the national NGO,
ECREA, focuses on empowering people who live instlements to advance social change.
In this instance human rights are not fully intégdainto their work processes but they are
applied to increase the political status of a mgssace a community’s needs have been
evaluated. Using a human rights platform to susfodly facilitate dialogue between
government and squatter settlements is an illustraff this. This also reflects how NGOs
have adapted human rights tools to deal with @stg&t by communities they work with, as
expressed by the Field Coordinator at ECREA:

“We have a culture of silence in this country —plealon’t question leaders or
leadership but just accept their word. They lamkhie chief system and faith system for

48 RRRT website available http://www.rrrt.orgaccessed 5/10/07
4° RRRT website available ttp://www.rrrt.orgaccessed 5/10/07
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answers. We need to empower people to questiongood that leadership is for
improving the people and how involved that leadsts gn trying to bring this about.
Although they are suspicious of them, human rightme, useful tool to help bring this

about”.
Mr Semeti Qulowasa, Field Coordinator, EconomididasECREA, interviewed October 2007

The significance of the role of NGOs is furthemnferced by the views of the New Zealand

Law Commission:

“We believe that CSOs have a significant role toyph making human rights culturally
meaningful for Pacific communities and in helpingehhance customary governance by

harmonizing it with human rights principles.”
NZ Law Commission, 2006. pp.234

In response to the question, “Could human rightéclwhave successfully been used to
galvanize the HIV/AIDS campaign, be extended tdgmbother drugs such as diabetes
treatments?” An expert in public health developmerthe Pacific, who is also a Pacific

Islander, responded:

“No, | explored the possibility some years agos Ieen associated with HIV and the
nature of HIV is the pandemic. Chronic non commabhle diseases are associated with
other forms of prevention such as trade in fooffsttobacco, alcohol, drugs and fatty
foods. Besides which, Pacific Islanders are sugpgof human rights. They see it as a
means for the West to promote things like, an enddlence against women, and do not

associate it with helping them to access bettelttiea’

In contrast, another Pacific person who is a sesmademic specialising in social and

economic development in PICs observed:

* Field research interview participant
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“As a rights language, the right to health (throtigé right to medicine) would have
more acceptance, than, say civil rights, becausdeass confrontational to customary
rights and to traditional forms of decision makirifraditional decision making is
normally the domain of men in the Pacific. The rgemeration of human rights
strategies, such as the right to education, the t@health, and the right to housing, is
therefore less likely to upset a power balance,cam$equently has significant potential

to bring about improvements in healtf®.

These two responses illustrate the diverse pelispsabout human rights and health held by
different stakeholders. In this case, the respohsther reinforce how contentious and
challenging the application of human rights candwen if it is blended with local custom in
the Pacific region. These views are possibly comgnbeld by other people in the global
context and are not just unique to Pacific pegpéeticularly as the human right to access

medicines and to health is an emerging right.

4.6 Conclusion

Several interrelated factors associated with tradelth and the local culture, and to much less
of an extent, human rights, appear to shape haanFpeople view trade and access to
medicines. Most factors are not entirely uniqu€ijoand are generally applicable to other
PICs to varying levels depending on, amongst dtneors, their WTO status. The views of
some domestic and foreign workers employed in matiéonal development organisations,

such as the UN agencies, also appear to be shgsehie of the same factors even when
they have strong international affiliations andestablished profile in access to medicines
campaigning in other developing countries, for eglenthe WHO and UNDP assisting the
Thai Government to undertake a human rights imass¢ssment of the proposed Thai-US
FTA.

In the trade sector these factors are directlyedl#o the expansion and deepening of trade

liberalisation and regionalism. For example, taganal trade policymaking mechanism in

1 Comment made in general discussion with the reseain November 2007

79



Fiji is institutionally connected with the regiortedde policymaking mechanism at the Forum
Secretariat. The strength and alignment of thiekagdes and who they receive assistance
from has a bearing on domestic perspectives oe ad access to medicines. This is
compounded by a sector by sector approach toweads &ind health policymaking, instead of

a multi sector approach, that compromises coherency

In the health sector, the concept | have refeweastthe ‘generics bubble’ appears to direct
key stakeholders to focus exclusively on interregedminants of access to medicines, rather
than including the external environment to proi&dtO safeguards and to push for stronger

institutional linkages between the health and trsektor.

The conflict between human rights and local cuspoesents a major challenge to how useful
local people might view human rights as a tooletplprotect the right to access to medicines.
These challenges also appear to contribute tathedpacity for human rights advocacy
amongst national and regional CSOs. The currepbasis on political and civil rights is

likely to be less relevant to the aim of protectihg right to access to medicines than
socioeconomic and cultural rights. In the Paciétting therefore, a shift in philosophical
thinking from civil rights to socioeconomic and turhl rights might be required before
existing, or new, human rights mechanisms can actmhate the right to access medicines in
their strategies and programmes. Moreover, am@allpreference for traditional herbal
medicines rather than a health culture based otewesiedicines appears to reduce
awareness of medicines availability and affordgbdt both the grass roots and amongst some

government officials.

Finally, some of these factors may not be unigu@jt@and the Pacific region. Hypothetically,
other regions comprised of SIDS, such as the Caaibpmay share some of the same factors,
for example issues associated with regionalismurall preferences, and health trends, and
therefore share similar views on trade and acees®ticines. This would be interesting
further research, particularly if the findings sagted that different regions comprised of
SIDS would benefit from information sharing on &eaahd access to medicines and the

development of creative solutions, such as colteatompulsory licensing.
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Chapter 5: Findings and Conclusion

5.1 Introduction

Key findings are presented in this chapter undeh @ the five primary research objectives
(the objectives were earlier listed in Section 1.3)conclude this chapter by reflecting on
how this research informs human rights theory andributes knowledge to the wider
academic audience. As noted, limitations to tiseaech methodology include: assuming a
representative sample of stakeholder organisatamtsirate recording of participant’s views
and realities, and the potential over-reliance oalitptive data. | have attempted to minimise
these factors by cross referencing intervieweesctsiring interviews to allow for information
exchange at the end of interview questions andaweletlging that quantitative data would
have helped to underpin my findings rather thamghay them substantively.

Finally, the findings from this chapter, togethathasuggestions made by interview
participants and personal observations, were wsedmpile a range of multidisciplinary
responses to help mitigate trade restrictions eesxto medicines at the national and regional
level. These suggested responses are summarisggpandix 5. The need for regional
cooperation on health, IPR and trade has been ad&dged by the PIFS and is implicit in the
Pacific Plan. The suggested responses also asgigh& mainstreaming of health into trade
policy to enable any adverse effects on the healthor to be considered in trade negotiations

and regional institutional design.
5.2 Key research findings

5.2.1 Do trade-related restrictions exist currently or in future, proposed trade

agreements?

The findings in this section relate to researctediye one which is “to assess any reported
restrictions on access to essential medicinesjimEoduced by trade-related factors and the
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potential impact of future, proposed trade agredgien

Four main findings that relate to Fiji emerged frthis research objective. Firstly, with the
exception of one patented product, an antipsychutig called ‘Olanzapine’, there was no
evidence of TRIPS provisions, or of pharmaceutpedént rights, posing a major obstacle to
the public procurement of medicines by the Fijiaweynment. The Ministry of Health’s

policy of only purchasing generic drugs is the iynreason for this finding. These drugs are
from the Fijian Essential Medicines List, which geally lists older, generic medicines
adapted from the WHO EML. This generics only polmight be a major factor contributing

to the comparatively low profile of trade and ascesmedicines in Fiji and the Pacific region
compared with some other developing countries; wii¢he main finding under objective

two.

Olanzapine is one of over one hundred and twendyrpaceutical patents that are currently
registered with the Fijian Patent Office, double ttumber recorded in 2003. Which drugs and
companies these are for is not a simple exercigetermine because patents are not
electronically available and require specializeflsto interpret, that are not readily available
in the PICs. Identifying these would warrant fertimvestigation as it would enable the Fijian
government to consider alternative options to ensffiordability or to anticipate increases in

the pharmaceutical budget.

The second main finding relates to the currenttpraof out-sourcing the examination of
some pharmaceutical patents to a developed cowuicy, as Australia, because of the limited
search and examination capacity. Currently Fipeitre-registers pharmaceutical patents from
the United Kingdom or has them examined by IP Adlisty at the patent holder’s expense.

As discussed in Chapter 2, IPR standards used $etd®y developing countries to meet their
development needs (Wade, 2005; Chang, 2005). Wotiafisation, IPR systems are
becoming more homogenous and countries are nor@tde to set their own levels. This
could mean that IP Australia examines a medicinerpaising criterion that is appropriate for

their own country, but is unlikely to reflect thew&tlopment needs of poorer PICs (Correa,
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2007; Drahos, 2007), such as Fiji and other PIQe granting of pharmaceutical patents by
patent offices for essentially what appear to bealrsteps in the innovation process is a real
concern and one that may be valid in this situaffdns means Fiji has no discretion over
whether these criterion are set at a level totheit own development needs unless it
establishes a monitoring mechanism and raises-grpre challenge. This may resultin a
higher acceptance rate of applications, settiregallprecedent that may be inappropriate for

the country’s development agenda.

Furthermore, the Australian examination is likedyhave incorporated stronger, TRIPS-plus,
provisions, such as the interpretation of the nesgment of an ‘inventive step’. These
provisions were introduced to Australia in the foeele agreement with the United States;

which is a further reason to monitor new registiagiin Fiji.

A three month pre-approval period enables paterive tchallenged in Fiji, however there is
no formal, external monitoring of patent examinasi@t present, So none are being
challenged. Here, the Brazilian model of patenhitooing is a good example of a
preventative measure. The model uses a panepefxto review patent registrations,
applying a framework that links patentability crigefor drugs to the goal of welfare-
enhancing innovation in the health sector. Thegse also avoids the high costs of
attempting to remove patents after they are granfeobther mechanism, the ‘transparency
register’, requires pharmaceutical companies tdase information requested by the
developing country which is set depending on tkellef risk pharmaceutical patents pose.
These may include ownership, licensing, and fidthiisure of patents surrounding the

targeted technology (Drahos, 2007).

The Chief Pharmacist is keen to establish pharntmegpatent monitoring which would
enable public health experts in the Ministry of He#&o scrutinise registered patents, and
allow time to oppose the registration during thee¢hmonth pre-grant period, on such grounds

as affordability.

Unlike many developed countries that use a rangestifutional and bureaucratic procedures
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to deter patent holders from registering a patentexample translation into a local dialect
and high filing fees, these barriers are very lowili. For example, the cost of filing one
patent is $50FJE? This is relevant to the PICs because the regiomi a net producer of
intellectual property. Consequently, it is nothe national interest to encourage patent
registration which will result in higher prices\asll as weakening the transfer of technology.
Here, Fiji could consider appropriate mechanismatwide additional barriers to patent

registration.

The third finding relates to the existing natiotaRR law which needs to be modified to
introduce WTO safeguards, but there appears toléekaf impetus for this, particularly
following the 2006 coup. A review in 2003, sporesbby WHO under a HIV/AIDS policy
review, found the Fijian national IPR law did nointain all WTO TRIPS safeguards. The
reviewer, Dr Carlos Correa, recommended re-draftiegaw. In the short term, forming a

loose coalition of health-related stakeholders melp to re-stimulate its progress.

The likelihood that future proposed trade agreemeiit contain TRIPS-plus provisions is the
fourth finding. It is important to clarify at thigage that the patent for Olanzapine meets, and
does not exceed, the WTO TRIPS agreement thaeBig WTO member, is obliged to
comply with. From a development perspective howes@ncern would be raised if Fiji was
forced to sign TRIPS-plus provisions in future gradjreements that gave additional rights to
patent holders, most of whom are foreign. For eplamn 2005 Thailand estimated the
effects of a five and ten year extended marketusialty on the cost of 60 core drugs being
proposed in a Thai-US FTA which added $66 millicBJfor one additional year of
extension to $5 billion USD for 10 years of extems!, contributing to the rejection of these

provisions.

As discussed under Section 3.3.2, under pressuretire EU to sign a regional Pacific EPA,
in early December 2007, Fiji and PNG splinteredfiafin the other 12 PICs to sign individual
agreements, potentially leaving TRIPS to be netadiduring 2008. A comprehensive

2 March 2008 exchange rate of $1FJD = 0.67 USD
%3 1n, Personal notes on the Thai National Human Riglommission seminar on the Human Rights implbeesi
of the Thai-US FTA, Bangkok 18 — 19 Jan, 2007, $iedpby interview participant, on file with the ezrcher
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analysis of the implications this will have on tbheal economy and the Pacific region as a
whole is beyond the scope of this thesis. EaHldrdraft agreements were expected to
include TRIPS-plus provisions which were opposedhayinternational development
community. Even though only two countries signedigreement, it may still trigger PACER
negotiations and require all PICs that are partyACER to offer the same conditions to New

Zealand and Australia.

5.2.2 Istrade and access to medicines on, or dfie agenda?

Research objective two is “to assess whether teldéed impacts on access to medicines is
on the agenda in the public or civil society se@dfiji and, if not, to determine why, and

what, factors would trigger this”.

Under this objective | broadly contrasted the awess level of trade and access to medicines
amongst PICs with other developing countries, agcdonesia. | then searched for
evidence of how this awareness had registered,di@tiormal level, for example in meeting
agendas and policy documents, and informally, sisotliscussions with interview participants

and articles by academic commentators. Reasomsyfdindings are then discussed.

In the Pacific region as a whole the profile ofizaand access to medicines is generally low
compared with some other developing countries hasttnphasis appears to be on putting in
place internal factors, such as financial and sirat limitations, to improve affordability and
availability of medicines. Furthermore, awarergsgeared to be very low in some key

regional stakeholder organisations identified uralgective three.

This is in contrast to some Asian countries whetereal trade factors pose major obstacles
to access to medicines and awareness levels ate mgleer. This is brought about by a
combination of factors, such as a high HIV/AIDSdky their economic development being
such that they no longer qualify for as much aiddoess essential drugs, large population
size, and trade provisions that enables strongeni®cement. Such factors make the market

more lucrative for pharmaceutical companies todid enforce pharmaceutical patents
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At the regional level in the Pacific, access to imieés did not appear to have been explicitly
or consistently raised on the agendas or in thieypdbcuments of the key regional
stakeholders. These regional stakeholders inchel®IFS, health-related UN agencies
(including WHO), SPC, regional NGOs and associatidior example, an opportunity had
been missed to include access to medicines inmabstrategies developed for HIV/AIDS and
non communicable diseases when they were firstadtaf These strategies are signed off by
the Forum Leaders and developed into national polacuments for individual PICs to
implement. In addition, there did not appear t@bg academic commentators on this subject
at the University of the South Pacific where depetent issues are usually given a high

profile.

In contrast, awareness levels were slightly higltem informal level in the Pacific, but this
was inconsistent and only amongst some organisationexample, senior employees at Fiji
Pharmaceutical Services, the Government’s medigrasurement agency. It is conceivable
that other Ministry of Health officials are awarketade and access to medicines, but the
Ministry was not included in participant interview®ing to unavailability for interviews. |
was advised, for example, that trade and accesedicines is not included in the Ministry of
Health strategic plan or on the 2007 agenda of imgethe Ministry has initiated with the

Ministry of Foreign Affairs and External Trade.

In Section 4.3.3, | used the metaphor of a ‘gesdritbble’ to describe how Fiji’s existing
public medicines procurement scheme, which is ammil many ways to other PICs, appears
to condition national and regional stakeholderf®tus on internal determinants of access to

medicines rather than keeping external trade déterts under closer surveillance.

The relatively low rate of HIV/AIDS in Fiji and thieacific is another reason for the finding
that trade and access to medicines has a compaydbw profile. Whereas the HIV/AIDS
pandemic has galvanised the access to medicinesedi@bother developing countries, such as

South Africa, despite the pandemic levels repond@NG, this debate has not been sparked in

> Comments made by field research interview pawitip
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the Pacific region. Of significance here is tha teagion is entirely dependent on aid for all
HIV/AIDS treatment, provided by organisations sashUNAIDS and the Global Fund.
Amongst other factors, such as denial that theadisexists, the foreign aid spent on
HIV/AIDS relieves local governments from this fircaa burden. Easing the burden can
inadvertently lead to these constraints not baiagslated into national trade and health policy
or an awareness of the need to protect accessdizimes in future international trade

negotiations.

The linkages between dependence on aid assistanbedlth and awareness of how trade
provisions can impede access to medicines is nefégall PICs because they all receive
foreign assistance, to varying levels, for treattogymunicable diseases such as HIV/AIDS,
malaria and tuberculosis, and for pandemics prejp@ss such as SARS.

A different set of factors, that are unique to ;ommunicable diseases, appears to be acting
on the profile of access to medicines in this sec&dthough non communicable diseases now
account for 70 - 75% of all deaths in the Pac#igion, they are generally treated with
preventative, rather than curative, care. Preweetaare promotes changes in lifestyle rather
than daily drug treatment. A combination of thege tegimes is extensively used in Western
countries where governments can afford to pay iigindr priced patented drugs or have these
subsidised by private health insurance schemess iFhot an option in most developing
countries because they are unaffordable. Thigmiffce in affordability and in medical
philosophy means that expensive medicines assdaiath chronic diseases such as
hypertension, cancer, diabetes and renal failueenat part of the existing public healthcare
system in the Pacific region. In contrast, thdifgof trade and access to medicines has been
elevated in other more economically advanced deualocountries, such as Thailand,
because these governments have begun to provideaoomprehensive public healthcare

services.
Other factors contribute to the low profile of tea@ind access to medicines amongst

stakeholders that mainly work with non communicabteases. These include: less visible

physical signs of disease compared with HIV/AID@asier and more fragmented lobby
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groups compared with HIV/AIDS that are sometimesinfiormed about the mechanisms they
should use to advocate for changes in health amlicmes policy; difficultly measuring the
social and economic impacts of chronic diseasegaosa with communicable diseases, and
the separation within the Ministry of Health of ative and preventative treatment, leading to

conflicts for resources and potential policy gapkdre there should be overlap).

The existence of a comparatively low western, ati‘aestern’, health culture also plays a
role here.

A significant number of Pacific people expressefgnence for using traditional herbal
medicines only and use western drugs as a lagt.reBois difference may be contributing to
the finding under objective five, that generally@sS and even some government officials,
appear to place less emphasis on protecting atx@ssdicines than on, say, civil rights for
health. Here, it is important that ‘outside’, werst development professionals do not assume
that a western health philosophy is implicit in thgion. The extent to which this factor is
contributing to the finding of a low profile of e and access to medicines would warrant
further research as it could be a major factor thight otherwise be overlooked if research

into trade and access to medicines were to focclsigxely on the trade sector.

This low acceptance of ‘western health culturduisher compounded by the finding in
objective three that most NGO’s, working within iied resources, feel hesitant to move into
trade and IPR advocacy because of its compleXitys has consequences for how well
organised community groups are to lobby for prab@cof access to medicines. In turn, low
constituent awareness places less pressure on@hedid MFAT to have it included on their
agendas or to push for greater trade and policgrenite. However, there were early signs of
some of these factors changing. For example, élxephase of the non communicable
diseases testing programme at the community levginised by the WHO, could lead to a
demand for public access to new technology, palestegs after people receive their results.

Affordability and availability issues are also liké¢o raise constituent awareness in the future.

Although not directly related to trade factors, gwernment’s capacity to ensure affordable,
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available drugs is compounded by internal limitasidhat are reported to result in drug ‘stock-
outs’ in public hospitals and medical centres whkese drugs are normally free to the public.
People are then expected to pay full price for dratgprivate pharmacies. Price is a
significant barrier to access for poor people. ofdfbility also becomes a barrier to
medication compliance which can prolong recovemygas, contribute to drug resistance and
impact on economic growth through the loss of Ivabds. Although Fijian citizens are
probably better off than other PICs for the ranfjre®e drugs they have access to, there was
early evidence of individuals and CSOs startinguestion the efficacy and availability of

some medicines, including access to newer, morerestype ones for treating chronic diseases.

In summary, trade and access to medicines haatavety low and inconsistent profile
amongst national and regional stakeholders. Ataunbal resource exists in the knowledge
and work of the Chief Pharmacist, and senior stbFiji Pharmaceutical Services. This
resource is providing a point of reference for ofRECs when they request assistance to
understand the trade issues relating to medicmé#seir own countries. In the near future, it
is conceivable that any one of the potential tiiggdentified by interview participants in
Section 4.3.3 may puncture the ‘generics bubblat Hiji currently operates within, either as
an internal push for greater access to medicirmes €£SOs and UN agencies, or as external

factors play out, such as a pandemic.

5.2.3 Which stakeholders should take responsibilitfor mainstreaming health into
trade?

Research objective three is “to elaborate whickettalders have a role in putting a public
health perspective into trade and intellectual proprights law and whether the impact of

trade obligations on access to medicines is fadtmt® trade negotiations”.

The PIFS, SPC, several health-related UN agenuatcularly WHO, UNAIDS and UNDP,
and regional NGOs and associations, for examglaciens and pharmacists, were identified
as the key regional stakeholders for taking respditg for mainstreaming health into trade

policy by interview participants and the literatuexiew. The two most critical Pacific
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regional agencies to take the lead were identde®IFS and SPC; with the UN agency WHO
as a third critical stakeholder. At a nationaldiethe Ministry of Health and Fiji
Pharmaceutical Services, the Ministry of Foreigfa$ and External Trade, Ministry of

Justice, NGOs and national associations were fiilhtas the main stakeholders.

The research findings suggest that these stakaisaidald be doing more collectively to
proactively raise the profile of trade and access¢dicines; a finding that is reinforced in

objective two.

The absence of a multi-sector approach betweea palicy and health, policy misalignment
between stakeholders, limited resources and cgpamiistraints, an exclusive technical focus
rather than incorporating a strategic policy rthe, division between curative and preventative
services in the public health system, and the pisation of specialist resources to develop a
traditional knowledge framework rather than intefiiel property rights, appear to be factors

contributing to this finding at both the nationabaregional level.

Public health perspectives are not commonly takémaccount in trade policymaking in most
countries. However it is something that is recegdias essential to protecting health
development space in trade liberalization, with yndeveloped countries aspiring to better
link the two sectors. The finding that a multit®e@pproach between trade policy and health
is lacking is therefore not unexpected. For examipistorically, health ministries have
generally been marginalized in two ways: first exled from foreign policy, and, secondly,
disconnected from other policy areas within natiggeicymaking. Ensuring that ministries

of health take a leadership role on trade and Ihgalicy therefore requires a reversal of long-
held practices (WHO, 2007d).

Mainstreaming health into trade policymaking, amés$sociated governance structures, has
many benefits. Firstly, rather than centraliselicgmaking, the responsibility will be shared
across multiple agencies. Secondly, it reducepdbential for trade policymakers and
negotiators from signing up to greater obligation&iture trade rounds than they are required

to under the WTO TRIPS Agreement. This is partidylrelevant in the Pacific region where
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there is a relatively high turnover of senior tratkgff, and therefore lost knowledge, and of
foreign consultants providing trade and IPR poédyice who potentially promote a
neoliberal mindset (Slatter, 2006).

This sector-by-sector approach is exemplified @gional level where technical assistance is
provided to Forum Leaders on economic, trade aRdisBues by the PIFS under a separate
agenda to health. The PIFS have a specific mancdaker the Pacific Plan, to evaluate scales
of economy relating to health which they mandatthéoSecretariat for the Pacific (SPC)
whose role is to provide technical assistance eraband cultural issues. SPC'’s public health
programmes appear to focus on surveillance and giiaganternal limitations rather than
incorporating linkages with trade. As a resultréhappears to be a gap between the policy
agendas of the PIFS and SPC where the linkage®bpthealth (access to medicines) and

trade could be better managed.

A good example, however, of PIFS responding prealstito the impact of TRIPS-plus on
medicines took place in early 2007 when the PIFER the initiative to have the proposed
draft EU EPA for the Pacific region analysed by @eneva group associated with Dr Carlos
Correa, the IP specialist who suggested Fiji'seniriPR law is modified. They then

circulated this (negative) critique to Forum Leader make their own assessment.

SPC is the other major regional organisation wicmhid take a lead role in trade and access
to medicines advocacy. The absence of a strapadjicy role for SPC, rather than an
exclusive focus on technical assistance, whichhatwhey were originally established to
deliver, is a further limiting factor that was raisby some interview participants. This is
apparent from literature reviews, including a formesiew in 2006 that referred to, amongst
other things, health economics and trade policgimegbetter reinforcement’ in SPC’s
programmes. Furthermore, SPC’s current focus doeappear to include the impact of
external trade on the public heath programmesalieysee. Providing a strategic policy role
is also vital to other significant health-relatédkeholders, including the WHO, which only
has observer status at PIFS meetings and reli&P@) who is an advisor, to raise strategic
issues with the PIFS.
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The UN is a third group of agencies that couldddéng a lead role in trade and access to
medicines advocacy. Findings were that, whereag ddhagencies such as UNDP, UNAIDS
and WHO, are proactively involved in trade and asde medicines initiatives in some
overseas countries, for example, Thailand, it dm¢sppear to be on their agenda in Fiji or
the PICs. Furthermore, WHO WPRO seek advice atetissues from the trade and health
regional advisobased irManila which may mean that strategic opportunitteadvocate for
protecting access to medicines at a local levetlimen overlooked. For example, the Non
Communicable Diseases Regional Framework has sext trade and legislation in regard
to physical activity, nutrition, alcohol and tobadaut not on access to medicines. Thisis a
regional document that is translated into a natidnaument which Cabinet endorses. Itis
multidisciplinary, in that it is so not just housetthin Ministry of Health, and is in the
process of being signed off by all PICs with impétation assisted by WHO and SPC.

At a national level, interview participants acknedgded that the Ministry of Health have
started to collaborate more frequently with théalRijMFAT on trade and health issues.
Instead the agenda is based on Ministry of Heatthisent strategic plan, which doesn’t
include trade, TRIPS and access to medicines.eBtddters are also limited by their capacity
constraints, particularly at the civil society levélere, national and regional NGOs are
hesitant to move into trade and IPR advocacy, nht lsecause of resource constraints, but

because of its perceived complexity.

Whereas several NGOs are involved in health adwocatatively few are involved in trade,
or intellectual property rights advocacy. Consediyehere is very limited capacity for any
trade and access to medicines advocacy amongeheGOs even if the issue was raised
by their constituents. In contrast, the most eifecaccess to medicines campaigns in other
developing countries have often been mobilizeddnynerships formed between grass roots
NGOs and their international NGO counterparts artbrth. This finding also relates to
research objective five, which finds limited cappe@mongst NGOs for human rights
advocacy, as well as for trade and IPR.
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5.2.4 Is trade and access to medicines consideradegional initiatives?

Research objective four is “to place findings frthra secondary objective within the broader
context of the ‘regional integration process’ lgdthe Pacific Islands Forum Secretariat
(PIFS) to evaluate whether the impact of tradeteeldactors on access to medicines is
considered in the review of collective medicinesgorement, medicines regulation, and

regional integration of intellectual property riglit

Key findings for this objective are consistent wswveral of the findings discussed under
objectives one, two and three. In particular,fthding that a sector-by-sector approach to
decision making in the trade and health sector ajgpe affect whether trade and access to
medicines, which ideally requires a multi sectoprapch, is taken into consideration under
regional integration initiatives. The adverse effien the profile of trade and access to
medicines that arises from an apparent prioritsatif resources to further develop a

traditional knowledge framework compared with IRRainew finding under this objective.

This sector-by-sector approach is illustrated ahkalth sector where various regional
initiatives are being led by the WHO and SPC anthétrade sector, where regional IPR
initiatives are led by PIFS with assistance fronP@] IP Australia and other international

development agencies such as the Asia Developnank.B

Several initiatives led by WHO and SPC to revieWemtive medicines procurement are
progressing at a halting pace and do not appeatgiicitly include the impact of IPR on
access to medicines. Furthermore, medicines regual@esting for quality), is not yet part of
these regional reviews. However, it is worth ngtihat if out sourcing of medicines
regulation, for example to the Australian Therame@Gibods Authority, was ever considered in
the future this could provide an alternative medc$rarto international trade agreements (the
conventional instrument for introducing TRIPS-ppusvisions into national and regional IPR
law), to introduce pharmaceutical patent law teatRIPS-plus to the region. These TRIPS-
plus provisions were recently introduced to Austral the free trade agreement with the
United States.
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In the trade sector a contract to continue theexgwf regional integration of IPR has not been
renewed by the PIFS. In 2004, the PIFS, WIPO &llUstralia finished implementing a
three year Regionally Focused Action Plan (PIFS/&/IP Aust, 2001)which included
investigations into the integration of IP admirasiton under a regional office. National
sovereignty issues are a key factor for considmmnati these reviews as currently the content
and form of national IPR law varies widely in tiegion and is independently managed by
each PIC. The two foreign agencies continue to vddterally with different countries such

as PNG, which is the most technically advancedffieeo

Two observations are worth noting here. Firsthg assistance PICs receive for IPR capacity
building, for example from WIPO, is not from indepkent sources. This situation may
introduce a neoliberal bias that is misaligned wlighrelopment-friendly policy that is more

appropriate for the Pacific region.

Secondly, research findings under objective ongesigthat the terms of reference for a much
referenced report prepared for the PIFS, titledégional IPR Office for the South Pacific:
cost benefit analysis’ (Farquhar, 2005), were pesheot broad enough from a development
perspective. This report was an output from thesBevelopment Bank technical assistance
program to strengthen regional cooperation andyraten in the South Pacific, funded by the
Commonwealth Secretariat. Here, the terms of eefe of this report could have been

broadened to include the indirect economic impattreamlining patent registration.

The configuration of any proposed regional IP medaell have a significant implication on
national and regional development policy becaubastthe potential to accelerate patent
registrations without commensurate economic bef@fiPICs, who are not net IP generators.
Three external environmental factors are of paldicsignificance here. The trilateral patent
office harmonisation underway between the EU, U$Japan, the Chapter three
harmonisation of world wide PCT offices, descrilsydDrahos as a ‘patent pipeline’ (Drahos,
2007), and increasing homogeneity of patent examimariterion. This global harmonisation

is designed to make patent registration more sessnletween countries and regional trading
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blocs. In theory this will increase economic grovahd technology transfer. However, these
gains are unlikely to be captured by developinghtees, such as the PICs, as the majority of

patents being filed are by foreigners.

This finding suggests that further investigatiorattérnative regional IPR initiatives, from a
development-friendly perspective in particulartinsely. As noted, earlier negotiations with
the EU EPA suggested the PICs could have to consitigrating IPR at a regional level and
to join PCT as a regional bloc. Under pressumaget negotiating deadlines, it is conceivable
these concessions could be made by trade negstiaittrout adequate economic and social
impact analysis being undertaken.

A prioritisation of limited resources within theAS to focus on further developing a regional
traditional knowledge framework, in preferenceR&Iprogrammes, is a further significant
finding. PICs continue to face unauthorized ustheir traditional knowledge which, in the
main, conventional IP law fails to protect. A dnafodel law on ‘Traditional Biological
Knowledge, Innovation and Practices’ was develdpethe Pacific region in 2000 by the
Secretariat of the South Pacific Environmental Paogne (SPREP). At the request of Forum
Leaders, traditional knowledge will be further deyed by the Forum Secretariat in
2008/2009. Resource constraints are likely to nteantraditional knowledge will be
prioritised over further research into an apprdpri@gional or national IPR framework,
development of an IPR policy framework for the CRBQBNnd assistance to individual PICs to

ensure WTO safeguards are incorporated into ndtiBralaw.

There is an understandable preference for traditiomowledge amongst Pacific people
because of a perception it may capture greateroecimrbenefits for the region compared with
IPR and because the ownership rights shared bgupgmder traditional knowledge are more
culturally relevant and highly important to thenathlPR, where rights are owned by
individuals. However, evidence from the literatuegiews suggest that taking this approach
may mean the region risks being forced to adopP&model that is not development
friendly. Findings from objective one suggest #tsh thinking would be advantageous so

IPR is not viewed by Pacific people from a puretgr@omic perspective. Instead, discussions

95



about IPR might be better ‘reframed’ as an essens&rument of development policy that can
be applied to protect Pacific islanders’ rightptlic goods, to reinforce national
sovereignty, and to achieve social, cultural armthedevelopment goals. In a worst case
scenario the public commons the PICs and Fiji diydeve access to, may be eroded away
through international trade agreements, such aEEA and WTO accession packages, while

the PIFS work programmes remain focused on devedabie traditional knowledge model.

5.2.5 What is the scope for using human rights?

Research objective five is “to assess the geneoglesfor using human rights instruments to
protect access to medicines in Fiji.” The findirigsn this objective are best discussed in the
context of credibility issues raised following aor the recent political instability, capacity

limitations, and human rights challenges and opities.

In the first instance, findings suggest that anjoslphical or political application of human
rights instruments by the Fijian government (takimg moral high ground) to analyse the
impact of trade agreements on health could lactlilciigy in the international arena because
of the treatment of civilians by the military regrm the 2006 coup. Political credibility
could be compromised further by the temporary susipe of the Fijian Human Rights
Commission from the United Nations. Lack of ratiion of the ICESCR, the main
international convention used to challenge inteonal trade agreements on the right to

health, is a further limitation.

In general terms, findings are that the capacityhfoman rights advocacy amongst the PIFS,
CROPS, national governments, and NGOs appearslimibed while the greatest capacity
exists within some UN agencies, for example UND® tiweir special human rights
programme, RRRT. The primary focus of human righéshanisms is generally on civil and
political rights, with few organisations promotitige right to health, and none promoting the
right to access to medicines. For example, the BMBve linked human rights into
HIV/AIDS policy and the regional strategy. Howeyvkere the emphasis appears to be on

civil rights, such as non discrimination, rathearithe right to access to medicines.
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Human rights mechanisms face unique challengdsifacific where people are generally
suspicious of human rights and raise concernsgmgléd the conflict with customary rights,
limitations on resources, and onerous internatitneaty body reporting obligations as
limitations to its implementation. The Pacific i@ghas the lowest ratification rates
worldwide of the core international treaties. Isleen acknowledged that a human rights
blend with customary rights needs to be developediving Pacific islanders. Despite these

challenges there is a broad infrastructure foplitgnotion.

Interviewees expressed a wide range of views, Bopporting the concept of applying human
rights to protect access to medicines, to rejedtiegconcept. This response is likely to reflect
the underlying suspicion of human rights by Pagiople as well as the political nature of
advocating for health rights in the wider globalding system. However, the ‘right to health’
was considered easier to promote, than say cghtsi because it is less likely to offend power

bases associated with traditional forms of decismaking in the Pacific.

In the short term, these challenges suggest thahuights approach to health may be better
fostered through UN agencies and NGOs. This vias endorsed by several interviewees
from NGOs and RRRT, who commented the potentiatexo develop access to medicines as
a right if the need was demonstrated by the pabelerepresent. The absence of demand-
side factors, identified under objective two, tbatild galvanise UN and NGO constituents to
raise the profile of trade and access to mediamgst limit this from happening in the

medium term
The literature research and interviews highligtgederal areas where human rights could

most practically be introduced to mitigate tradstables to access to medicines in Fiji and at

a regional level. These, along with other suggesteponses, are listed in Appendix 5.

5.3 The significance of this research for human rigts theory

As discussed in Section 1.5, rather than applyungdn rights theory as a research lens, this
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thesis uses human rights as one system, in a aysltem approach. The findings that are
significant for human rights theory therefore reflthis approach by either describing the
interface of human rights with these other systdarsexample human rights and new
regionalism, or they are specific to human righas example, putting the principle of

indivisibility into practice.

In this research, human rights appeared to havie#is¢ significant influence on shaping how
Fijian and Pacific people view trade and accesaddicines compared with other national and
regional factors relating to trade, health andlleodture. Of significance, from a human rights
perspective, these other factors also appear shdy@ng how Pacific people view human
rights instruments rather than the other way aro&noim a human rights theory perspective it
would be interesting to observe how, and at whattghis dynamic could shift so that human
rights, or a human rights blend with local custtsecame a key driver to stimulate access to

medicines advocacy either at government or ciuilety level.

All of the complex challenges facing the internaibhuman rights framework, discussed in
Chapter 2, appear to be reinforced at both thenadiand national level in the Pacific. The
most significant of these is cultural relativisme tperceived conflict between the hegemonic

human rights model with values and customs in dfie.

Difficulty experienced with implementing the prip& of indivisibility of human rights was
also reinforced because often ‘development’ invelraking trade offs between conflicting
interests. The significance here for human righétists was that the UNDP special human
rights programme, RRRT, found this principle relaly easy to implement. The interview
participant mentioned this was helped by the osgiion being modeled on a rights based
approach. This observation might suggest the jplimof indivisibility is more easily put into
practice by organisations that focus exclusivelynhaman rights compared with other ‘variant’
organisations that apply human rights in conjumctigth other multidisciplinary tools, for
example ECREA. If this is so it would be importamticknowledge these differences and to
encourage information exchange between these diveganisations to help develop the new

tools and mechanisms needed to assist with this.
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Some of the research findings suggest that a ursquef factors associated with small island
developing states having limited resources, togetiita the pressures of regionalism may be
creating a context that is uniquely shaping thevsief Pacific islanders on trade and access to
medicines. This raises the question for humartsigteorists, while acknowledging there are
human rights issues that are unique to small istEweloping states (for example, rising sea
levels as a result of climate change) is thereiguenset of human rights mechanisms,
challenges and responses that are specific to sfaitl developing states undergoing

regionalism and how might these be supported.

The research identified the emergence of two nellatges for human rights theory. First,
the concept of collective rights of individual edtes in the ‘new regionalism’ envisaged by
the EU, particularly for regions comprised of sniglhind developing states, such as the
Pacific region, and second, the relationship of &mmghts at the interface with traditional
knowledge. This would warrant further researchtigaarly as human rights mechanisms
currently function at the state level, whereasptuposed EU EPA envisaged dealing with
institutions and aid distribution through new regbarchitecture versus individual states. An
example of this could be the justification on humights grounds for collective compulsory
licensing to achieve regional health developmenlgy@s opposed to compulsory licenses

being raised by individual states.

The interest in developing traditional knowledged®ldaw amongst developing countries,
including the PICs, provides a new opportunitydope out the relationship of human rights at
its interface. | would expect this to be more catiige and synergistic than the relationship
with IPR, because of the focus on socioeconomiccaiitdral development and collective

distribution of the commercial benefits.

In the global context, this research reinforcessilgaificance for human rights theory to
provide an alternative perspective to the dominglobal trading system and to counter the
expansion of intellectual property rights, whichhe main legal instrument that restricts
access to public goods for developing countriepairicular access to essential medicines.
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Finally, findings that refute aspects of human tsgheory were less clear. However, the
human rights theory was a useful framework for thesis because it offered insights into
how socioeconomic and cultural rights are tradéaiofl and political rights in the neoliberal
order, which is particularly relevant in the Pacifegion where trade liberalisation is

dominating the economic agenda.

5.4 Conclusion

“The world we have made, as a result of the le¥éhinking we have done thus far,
creates problems we cannot solve at the samedéteihking at which we created

them”.
Albert Einstein

The extent to which trade restricts access to nmlcand has adverse effects on health and
economic development in Fiji and the Pacific regiwetly depend critically on how Pacific
Island Countries cope with the forces of regiomalend the realities of joining the global
trading system, where there are pressures to nmileessions in areas such as TRIPS. Yet,
the level of awareness of these potential tradeicesns generally appear to be low and
inconsistent amongst most of the key health ardetstiakeholders at the national and regional
level. A central question being asked in this rese# what underlying factors shape how
Pacific islanders view trade and access to medicimatably in the area of trade, health, local
culture, and human rights, and what are the regjmmd national responses to mitigate

potential trade impediments.

By combining a public health lens with a multi-srstreview of population health trends,
intellectual property rights law, trade policymaiimnd human rights, this research has
elaborated findings that are usually less evideothbse they are conventionally researched
and managed in isolation, on a sector-by-sectasbase findings suggest human rights are
less significant, while the challenges associatik synall island developing states, together
with local cultural preferences and the pressuf@sgionalism have a more direct influence.

The combined effect of these factors may be crgatinnique context that is leading the
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Pacific region not to deal with these issues a$ agesome other developing countries might.

In a worst case scenario, TRIPS flexibilities maysigned away by trade negotiators,
unaware of the indirect costs to the health seatut,subsequently to economic development
through sickness and loss of livelihoods. Oncegrdted into national legislation, these
obligations might sit, like a ‘trojan horseintil they are triggered at a later stage and st

government more with no commensurate economic lienef

Improvements to current, declining population He&knds in the Pacific region are crucial to
the region being able to sustain any future ben&ftm economic development, especially if
the PICs have had to absorb significant adjustroests and suffer the loss of national

sovereignty under the pressures of trade libetalis@nd regionalism.

By not acting now to declare public good prioritieghe Pacific region, opportunities are
already being lost to limit potential trade restdns on access to medicines which could have
an irreversible, adverse effect on health and evdndevelopment in the region in the future.
National and regional stakeholders in trade pddicg health should therefore start to
acknowledge trade and access to medicines indbgeimdas, and begin to systematically
implement a broad range of multidisciplinary resgemto mitigate these, some of which are

suggested in this research paper.
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Several recommended websites (in no particularrppteviding information about the
relationships between economic globalisation, mdgonal trade agreements, TRIPS and
economic policy, and public health.

www.cpath.org Center for Policy Analysis on Trade and Health

www.cptech.org- Consumer Project on Technology

www.keionline.org- Knowledge Ecology International

www.IP-health- Intellectual property relating to health watch
www.IP-watch— Intellectual property watch

http://www.ciel.org/— Centre for International Environmental Law

http://www.twnside.org.sg/heal.htsnThird World Network

http://www.msf.org- Médecins Sans Frontieres

www.ictsd.org- International Centre for Trade and Sustainaldgdlbpment

http://www.3dthree.org/en/trade, human rights, equitable economy

http://www.southcentre.or@h intergovernmental organisation of developingntoes

http://www.oxfam.org/en# Oxfam International

http://cgkd.anu.edu.au/Centre for Governance of Knowledge and Develapgnsust

National University, publishers such as Peter Dsaho

http://www.vanuatu.usp.ac,ff useful documents on civil society in the Pacére available in

the South Pacific Civil Society Library
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Appendix 1: Human Ethics Approval Forms

TE WHARE WANANGA O TE UPOKO O TE IKA A MAUI

aFs

VICTORIA

UNIVERSITY OF WELLINGTON

Phone  0-4-463 5676
Fax 0-4-463 5209

M E M 0 R A N D U M Email  Allison.kirkman@vuw.ac.nz

TO Sarah Meads

COPY TO Professor John Overton, Supervisor

FROM Dr Allison Kirkman, Convener, Human Ethics Committee

DATE 1 October 2007

PAGES 1

SUBJECT Ethics Approval: No 129/2007, The impact of international
trade agreements on access to essential medicines in Fiji:
national and regional responses.

Thank you for your application for ethical approval, which has now been considered by the

Standing Committee of the Human Ethics Committee.

Your application has been approved and this approval continues until 31 January 2008. If your
data collection is not completed by this date you should apply to the Human Ethics Committee
for an extension to this approval.

Best wishes with the research.

7 -

Allison Kirkman
Convener
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VICTORIA UNIVERSITY OF WELLINGTON
Te Whare Wananga o te Upoko o te lka a Maui

. Dt e
v
INFORMATION SHEET
Putting a Public Health Perspective into Internaticnal Trade Negotiations and Trade

Related Intellectual Property Rights in DevelopingCountries: A human rights-based

approach to accessing essential medicines - Fiji azase study
Dear Project Participant,

My name is Sarah Meads and | am a Masterdent in Development Studies at Victoria
University of Wellington. As part of this degrearh undertaking a thesis research project
The project will investigate the extent to whicade obligations, such as Trade Related
Intellectual Property Standards (TRIPS), restriociess to essential, affordable medicines in
Fiji. My intention is to identify responses Fijiay use, either at a national or regional level, to
mitigate any adverse restrictions, particularlyidgtrade negotiations. | have obtained ethics

approval from the University before involving humaarticipants.

I am inviting over 20 participants from severalfeient government and non government
organisations associated with health developmeshtnaedicines procurement in particular, to
participate in this study over a three week peridéarticipants will be interviewed on an
individual basis. They will be asked a series @fsstructured questions prompted by a
check list that | have prepared in advance. Quoestwill not be of a personal nature and you
have the right to refuse to answer any questicangtime. The interview is expected to take
one hour. | will record the interview either on amdiotape recorder, or by taking notes, and
type up the main points as a draft transcript afterinterviews are complete. You will be
given an opportunity to modify the draft transcrigbtyour interview before it is finalised for

use in my thesis.

Information from the interview will form the bastf my research project. It will not be

possible for you to be personally identified, or your organisation to be named, unless you
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are comfortable with this and have signed‘laformed Consent Formto that effect. All
material collected will be kept confidentiaNo other person besides myself and my
Supervisor, Professor John Overton, will see taesitripts or hear any audiotape recordings

of the interview.

The thesiswill be submitted for marking to the School of Gemgghy, Environment and Earth
Sciences and a copy kept in the University Librétris possible that one or more articles will
be submitted for publication in scholarly journalsTranscripts of the interview will be
destroyed and any audiotape recordings will betrgeically wiped two years after the end of

the project unless you indicate that you would tikem returned to you.

Should you feel the need to withdraw from the prjgou may do so without questiahany

time before the information is analysed.

If you have any questions about this project or ldilke to receive further information,
please feel free to ask me now, or to contact tee tm ++ 64-4-934-0081 or

smeads@paradise.netozmy supervisors, Professor John Overton, aStt®ol of

Geography, Environment and Earth Sciences at \iectdniversity of Wellington, P O Box
600, Wellington, phone ++64-4- 472-1000 and/or Bgy Fairbairn-Dunlop, Associate
Professor Va’aomanu Pasifika, at the School of Hties and Social Sciences, Victoria
University of Wellington, phone ++64-4-463-6867.

| wish to thank you most sincerely for participatin

Yours sincerely

Sarah Meads

(Student enrolled in Master of Development Studiéstoria University of Wellington)
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VICTORIA UNIVERSITY OF WELLINGTON
Te Whare Wananga o te Upoko o te Ika a Maui

AF6

CONSENT TO PARTICIPATION IN RESEARCH

Putting a Public Health Perspective into International Trade Negotiations and Trade
Related Intellectual Property Rights in DevelopingCountries: A human rights-based

approach to accessing essential medicines - Fiji azase study

I have been given, and have understood, an expanait this research project. | have had an
opportunity to ask questions and have them answereay satisfaction. | understand that |
may withdraw myself (or any information | have pided) from this project (before

information collection and analysis is complete}hout having to give reasons or without

penalty of any sort.

| understand that any information | provide will kept confidential to the researcher, the
supervisor. The transcript of the interview widd destroyed and audiotape recordings will be
electronically wiped two years after the end of fineject unless | indicate that | would like

them returned to me.
Please cross-out which is not appropriate:

| agree to take part in this research

| consent to information or opinions which | hayigen being attributed to me in this

research thesis and in any articles or reportseeli® this research
| wish to remain anonymous so that informatiompinions which | have given and that
are being used in this research thesis and in ditjesa or reports related to this research

does not identify me.
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| understand that | will have an opportunity teeck and to modify the draft transcript of

my interview before publication.

| understand that the information | provide wilht be used for any other purpose or

released to others without this written consent.

I would like to receive a copy of the summary thfs research thesis when it is

completed.

| would like the audio tape recordings, if thatswhe method used to record my

interview, to be sent to me at the conclusion effioject.

Participant:

Name:

Signature:

Date:

Researcher:
| certify that this form and its attached “Infornmat Sheet” cover letter provide a complete
and accurate description of the aims and proceddéss research project.

Name: Sarah Meads

Signature:

Date:
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Appendix 2: Themes covered in field research interews

1. Elaboration of the process of medicines selectrmh@ocurement by the Fijian
government and private sector and of how globatymement schemes, eg.Global

Fund, function in Fiji.

2. The extent to which these are influenced by redionegration, in particular, the
review of collective medicines procurement, thaeenvof regional intellectual

property rights and the process of conducting mregitrade negotiations, eg. EU EPA.

3. ldentification of any reported restrictions of teacklated factors on access to essential

medicines in Fiji.

4. Evaluation of any desirable essential medicines&dicine groups, not currently

procured because trade-related factors restrictdbeess.

5. Elaboration of the mechanisms used to assess that@b impact of regional trade
agreements on access to medicines in Fiji and h@nd factored into the national and

regional trade negotiations process.
6. Identification of strategic and policy responsgsrhay use, either at a national or

regional level, to mitigate adverse restrictioratioularly during trade negotiations
and the process of regional integration.
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Appendix 3: Description of the key international trade agreemets

1.0 Bilateral Trade Agreements

Fiji is partied to non-reciprocal bilateral tradgreements (BTAs) with small island states of
the Forum such as Tonga, Tuvalu and the Cook Is|earttl reciprocal agreements with larger
trading partners that have the capacity to tradle ®iji on an equal footing, for example,
Papua New Guinea, Vanuatu, Australia and Chinagohigtions for BTAs are continuing

with New Zealand, Solomon Islands, Kiribati, NauBamoa and New Caledonia (The

Republic of the Fiji Islands Ministry of Foreign fafrs and External Trade, 2006).

2.0 Regional Trade Agreements

Fiji’s regional trade agreements (RTAS) include Mhelanesian Spearheads Group (MSG),
which Fiji joined in 1998 with the founding parfpeints: PNG, Vanuata and Solomon Islands;
the South Pacific Regional Economic Cooperationreaship (SPARTECA); the Pacific
Island Countries Trade Agreement (PICTA), and theifie Closer Economic Relations
(PACER). Fiji is also a member of the African, ibaean and Pacific (ACP) group engaged
in negotiations for an Economic Partnership AgreerntieRA) with the EU. The major

regional trade agreements are described below.

2.1  SPARTECA

In 1981 Australia and New Zealand guaranteed 1#i@ésland Countries (PICs) non-
reciprocal preferential access for a long listxgfats under the SPARTECA. This was
critical to the establishment of the textile andngent industry in Fiji, reinforced by the Free
Economic Zones established under the first Rabukae@ment. By 1999 Australia was
taking 70% of Fiji's total textile exports (Kelse3004) accounting for 26% (1997) of Fiji's
total domestic exports. The Australian governmetrbduced a self fulfilling Import Credit
Scheme (ICS) which ran foul of WTO Rules of Origimd was replaced in 2001 by the
SPARTECA Textiles, Clothing and Footwear (TCF psomis). The benefits have since
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reduced in the face of NZ and Australia loweringffiito imports from China and Asia and
cheaper competition forcing down garment workeregatm below the poverty line. In August
2004, Australia announced it would be extendedéwen years with a review after three
years, however the benefits for renewal of SPARTIEZE- are diminishing as a result of these

trends.

2.2 PICTA

In 1999 Pacific Island Forum Leaders endorsedriimcple, a free trade area among Forum
Members. In 2001, 9 PI€%signed the Pacific Island Countries Trade Agredr(RICTA)
which is now in place and, together with Austrairal New Zealand signed the Pacific
Agreement on Closer Economic Relations (PACER)) ssean umbrella agreement for
PICTA.

Fundamentally, PICTA is supposed to lead to atha#e area amongst ratifying PICs. Tariff
and non-tariff barriers to PICTA trade are to badyrally removed over the next ten years for
products which have at least 50% of PIC value addtiall the parties ratified it is expected
to create a consumer base of over 7 million. Thexaléy the concept is seen as a ‘training
ground’ for lifting competitiveness and an econofstepping stone’ to the eventual

integration with multinational trading system.

However, many international studies have conclutlatideveloping countries, especially
small island developing states, will not do as wetting up free trade areas amongst
themselves (see for example Narsey, 2006) compethd developed country. This is due
to the tendency in small markets for monopoly dation, lack of scales of economy,
resistance to trade and likelihood of loss of jolbheoretically, if PICTA succeeds in the
medium term, and PACER also comes into effect, theestors are likely to invest in areas
they know will have a fast turnaround of their ¢apbefore their industries eventually

collapse under competition with Australia and Nesaland.

% Fiji, PNG, Solomon Islands, Tonga, Samoa, Cocknig$, Niue, Nauru and Kiribati have ratified. Vaiuand
Tuvalu have not yet signed, while the three Compaantries have been given a grace period
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Furthermore, there has been external pressuretfrer&U for PICs to form a regional trading
bloc arguing that the post-Cotonou EPAs will belfiated if the PICs are bound by an FTA,
which then would facilitate the WTO compatibility the EPAs.

The Pacific Plan, signed off in 2004 by Pacific tfarLeaders is a framework for coordinating
dialogue and research on regionalism and the edereomd social gains this may bring for

Pacific Island people.

23 PACER

PACER is the agreement signed and ratified byl@lsRnd Australia and New Zealand.
Negotiations are scheduled to begin eight yeaes #fe PICTA came into force (in 2013)
unless they are triggered earlier by PICs grargiggificant tariff reductions to other
developed countries, for example, the EU throughBRAs. It has been described by Kelsey
as a ‘reactive’ agreement, protecting the tradmerests of Australia and New Zealand
(Kelsey, 2004). However, access to labour marikefgistralia and New Zealand under the

PACER agreement would represent a significant adganto PICs.

24 EPA

Fiji is signatory to the Lome Convention under whibe European Union (EU) grants non-
reciprocal trade preferences to countries in Afribha Caribbean and the Pacific (ACP States).
The EU ACP trade negotiations is a legacy of thedBrEmpire and the incorporation of
preferential trading arrangements in Lome Convestsince 1975 with their ex-colonies. As
is the present case in Fiji, the ‘rent-seeking’ @owvnents and elites were in many cases the
beneficiaries rather than the poor and proved atacke to industrial productivity (Robertson,
2006).

The economic, political and aid dimensions of tieene Conventions reflected Europe’s

development ideology. By the time of Lome IV irt®0’s, aid funding through the European
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Development Fund was used to complement the WaaltkBtructural adjustment agenda,

requiring ACPs to pursue neoliberal policies in tiagne of development (Kelsey, 2005).

In 2000 a new partnership, the Cotonou Agreemeas, announced requiring ACP countries
to implement reforms and replace trade preferewttbsreciprocal rights for European goods
to have access to their markets. Aid was bourichtte, making it conditional for ACPs to

display ‘good governance’ before being rewardedhaitl.

The EU ACP Partnership Agreement is the most ingmbrfioreign policy instrument of the
EU . This is because the majority of the WTO mersibig involved with the EU regard the
Agreement as an essential element in an overatesfy for the evolution of global trading

arrangements.

Economic and trade conditions under Cotonou areired|to produce ‘WTO compatible’
outcomes, bringing non WTO members within the A@Bar its rules. Moreover the EU
Commission secured ‘WTO-Plus’ negotiations, inchgdihe issues of competition policy and
investment that ACP States have steadfastly resistine WTO. Negotiations on services
are designed to advance the current WTO negot@abarGATS. For two Pacific Islands

these requests include reducing foreign ownersspictions on land (Kelsey, 2005).

The alternatives available to ACPs that decidampfrticipate, the ‘Everything But Arms’
option for LDCs and the ‘Generalised System of &wices’ for developing countries, carry
fewer risks, but leave those countries at the wafitthe EU, which can alter, or eliminate,

those arrangements at will.
As part of the new convention between ACP countairesthe EU, there is a move towards
Regional Economic Partnership Agreements (REPAgs@lobjectives are the progressive

removal of barriers to trade between the partiecoordance with WTO negotiations.

Very little of the PICs duty revenues will be ditlgat risk because of reduction of duties on

imports from the EU. Thus while the EPAs will ipmise any great danger to Pacific ACP
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fiscal stability, their triggering of PACER will ka drastic consequences, because they would
have to offer the same concessions to New Zealadd\astralia, reducing their revenue from
import duty. Percentages of total import duty ibstuty on 90% of imports from Australia

and New Zealand were reduced would mean none B¥%edd revenue (Narsey, 2006). The

EU however, is not expected to make any concessi®tisey could set a precedent for other

larger ACP states or developing countries.

In early December 2007, under trade negotiationllitess set by the EU, rather than a
regional agreement being signed between the EUWhentl4 PICs, both Fiji and PNG signed
individual trade agreements. The implicationshafse agreements for the countries and the

region as a whole are still being analysed.

3.0 Sugar Protocol Agreement

The Lome and Cotonou supply agreements with thenfdérlay Fiji's export-led growth
through sugar in the mid to late twentieth centuriji, along with sugar producers from the
ACP group has depended on an annual export qudthe teU, at prices aligned with the price

of sugar within the EU itself.

At the WTO, the EU recently lost a case mountedbstralia, Brazil and Thailand against its
subsidised sugar exports, and also lost its sulese@ppeal against the decision. The EU

therefore announced the regime would be overhauled.

The EU has proposed price cuts, due to begin 20@%xtended to 2006. Negotiations are
ongoing, however, in 2006 these cuts were predictedsult in a 23% fall in the price of

sugar to Fiji (Narsey, 2006).

The Fijian Cabinet approved in principle a reforlanpfor the sugar industry, which was
prepared by Indian Experts, and commenced neguaiatith the EU for aid to overhaul the
industry. These negotiations were stalled after2®06 coup, when aid was withheld until

certain conditions were met by the military, foaexple a date set for a democratic election.
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4.0 Multilateral Trade Agreements

Fiji acceded to the GATT in 1993, becoming a mendi¢he WTO in 1996. It accords at
least Most Favoured Nation (MFN) tariff status bata trading partners. As part of its
undertakings in the Uruguay Round, Fiji bound @allagricultural tariffs and some 43 per cent
of its industrial lines. Under the General Agreaitnen Trade in Services (GATS), Fiji has
scheduled commitments to grant foreign supplieegitjhts to establish a commercial

presence and to invest in two sectors, hotels estdurants.

Fiji is working towards WTO TRIPS compliance.
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Appendix 4: Overview of intellectual property rights in the Pacific region

1.0  WIPO intellectual property treaties

The Paris Convention, administered by WIPO, iskéneTreaty dealing with substantive
patent law. Many of its provisions are incorpoddbg reference into the WTO TRIPS
Agreement. Through this web of obligations underWIPO and WTO frameworks, PNG,
Tonga, Fiji and Solomon Islands have internatiaidigations regarding substantive patent
law. WIPO has been active in the region providechhical assistance for countries to join
and implement the various treaties that it adménsstThe status of PICs under the various

Treaties is summarised in Table 3 below.

The Patent Cooperation Treaty (PCT) is a regisindtieaty and simplifies the process of
applying for patent protection in member countri@ssingle PCT ‘international’ application
can be used to apply simultaneously for patentegtmn in all PCT member countries. This
is in contrast to the national registration systermder Treaties such as the Paris Convention
which requires individual applications to be filedeach country where patent protection is
sought. At present only PNG is a member of PGTtHer PICs join the Treaty, the currently
low rate of patent registration in the region coeddalate dramatically. This may raise a
barrier to some generic drugs being imported aockase the price of patented drugs for the
PICs.
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Table 3: Summary of Country Development Status, WTMembership, and IP Treaty

Membership
Country | WTO Membership Status Paris PCT Treaty | WIPO
DC/LDC | And TRIPS Agreement Convention | (Tot. Convention
(Tot. members 149) Treaty members Membership
(Tot. mbers | 128) (Tot. mbers
169) 183)
Fiji Member 1996 Member1972
DC (former GATT member)
PNG Member 1996 Member Member Member 1997
DC (former GATT member) 1999 2003
Solomon | Member 1996
Islands (former GATT member)
LDC
Tonga Working Party on accession established 19Member Member 2001
DC Nov 1995, WTO members approved 2001
Tonga's terms of accession at the
Ministerial Meeting, Dec 2005. Ratified by
Govt of Tonga in July 2007, becoming 150
member
Samoa Working party on accession established July Member 1997
LDC 1998. Samoa submitted initial offers in
goods and services and informal
consultations held 2003. Still working
through the process of accession in 2007
however the Working Party terms appear|to
include harsh provisions
Vanuatu | Final meeting of the Working Party held on
LDC Oct 2001. Vanuatu postponed forwarding|to

WTO General Council after realizing givin
away too much in accession package. Sti

under review

Source: Ey, F. (2005). pp. 14 and 15

Key: ‘DC’ — Developing Country; ‘LDC’ — Least Devagbed Country (as per UN classification). All the

countries in the PICs are also classified by theddNsmall Island Developing States (SIDS)
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2.0  WTO membership

WTO membership and accession, are key driversdtanp law reform in the Pacific, as they

are in many other regions. The current status ®@OWwhembership is summarised in Table 3.

Fiji and PNG have to provide patent protectiongbarmaceutical products from 1 January
2005, however, because it is an LDC, the Solomiamdts does not have to comply until
2016. The Solomon Islands also has until 201&mleément other elements of TRIPS
Agreement. Under its WTO accession package, Thagauntil 1 June 2008 to implement
TRIPS obligations.

For countries seeking to accede to the WTO, thessfames are determined by the terms of
their accession. Samoa and Vanuatu, both LDCsildIseek to have these extended
timeframes included in their WTO accession packadisvever, in June 2007, the proposed
accession package for Samoa contained tough abhgatvhich attempt to ‘bring forward’

TRIPS implementation and to include TRIPS-plus jmions such as data exclusivify
3.0 Main features of national patent laws and pateractivity

Patent laws in the Pacific vary widely across #ggion. They are influenced by factors such
as WTO membership activity, donor assistance atah@-era regimes, summarised in Table
4 below. These differences are broadly classifiedlu three categories:

(i) Registration countries: only re-register United ¢dom (or other overseas) patents and
do not have the capacity to examine and registdrdaim own country eg. Kiribati,
Nauru, Solomon Islands, Tuvalu and Vanuatu;

(i)  WTO-based reform countries: these states haveddMEO, or are in the process of
doing so, and have revised their patent laws (ORI S-consistent eg. PNG, Tonga
and Vanuatu (although Vanuata’s legislation hasypptommenced operation as law).

In some cases the legislation is ‘TRIPS-plus’ gdiegond the minimum standard

¢ Personal correspondence with Oxfam New Zealamyakiation of Samoa’s WTO accession package, July

2007
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required by the WTO TRIPS Agreement. WIPO has laative in providing technical
assistance to these countries, including draftmy@oviding model laws. As a
consequence, there are many similarities in thislkggn in these countries;

(iii) Transitional countries: in the process of reviewamgl amending their patent regimes,
either to update colonial era or early post-colblanas to ensure TRIPS compliance.
These reviews are undertaken in the context oéettie country being a WTO
member (as for Fiji) or seeking to accede to theONas for Samoa). This is
particularly the case for compulsory licencing weheome countries do not take full
advantage of the TRIPS flexibilities. For exampl#i, has been redrafting national
patent law to remove some of the ‘inflexibilitiegith support from external experts

such as Dr Carlos Correa, a prominent IPR expexicating for developing countries.

Table 4: Patent laws in the Pacific Island Countes

Category Country Patent Law
Re-registration Kiribati Re-registration of United Kingdom Patents OrdinafCap 87)
Nauru Patents Registration Act 1973
Solomon Islands | Registration of United Kingdom Patents Act
Tuvalu Re-registration of United Kingdom Patents OrdinafiCap 61)
Vanuatu Registration of United Kingdom Patents Act (Cap 80)
WTO-based Papua New Guinea Patents and Industrial Designs Act 2000
reform Tonga Industrial Property Act 1994
Vanuatu Patents Act 2003 (not yet in force)
Transitional Fiji Patents Act (Cap 239) Patent Bill under considenati based

on UK and Singapore patent legislation
Samoa Patents Act 1972

Source: Ey, F.(2005) pp. 19

Patent offices in each country are usually a sofétte that deals with all IP rights and in
many countries it is combined with the companytisey. PNG has a patent office with the

greatest capacity.

Generally the Patent Office is responsible foréHrenctions: (i) searching (ii) examination

and the granting of patent applications, and ddijninistration of a register of patents that
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have been granted, working within the context efrational patent laws. In some countries,
their function is limited to re-registration of pats already granted in another nominated
country., for example the United Kingdom, whileathers, all patents are registered without

scrutiny and their validity is tested in courthily are appealed.

Search and examination capacity is limited and UBtrAalia has an arrangement to provide

patent searches and examination for the IP ofi€donga, Fiji and PNG (Farquhar, 2005).

Patent activity is very low in the Pacific. Thesvaajority of applications are made by
foreign applicants and many are in the pharmacautetegories. This can be expected to
increase rapidly, as experienced by other devetppountries, if TRIPS obligations or PCT
was introduced to more countries in the regionis Tbuld happen as a result of three
independent mechanisms: (i) trade agreements sUEl &PA or PACER, (ii) collective
medicines procurement which triggers a review (agcnonisation) of IPR amongst the
countries that take part, or (iii) a review of eallive medicines regulation which results in
joining the proposed joint Aust/NZ TGA that alreadgorporates TRIPS-plus patent

obligations Australia inherited under the Austrédlid free trade agreement.

4.0 Doha declaration and ‘paragraph 6 decision’ gglication in the Pacific

There are two factors that currently limit the apgtion of the “Paragraph 6 Decision” in the
Pacific region: (i) it only applies to PICs thaeavTO members (PNG, Fiji, Solomon Islands,
Tonga) that are bound by the WTO TRIPS Agreemeérth@ low patent activity in the region

means that it is less likely a compulsory liceneeds to be issued to overcome a patent.

The Decision could be of significance to the WTQmbers given that their health priorities
include combating rising levels of HIV/AIDS and nyaof the new and second generation
drugs are on patent. However, there is againsareiabout whether there are patents in force

for relevant medicines that require a compulsargrice mechanism.

The “Paragraph 6 Decision” incorporates a regiomathanism for pharmaceutical
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procurement and production. This is based on ksiéiy a regional exporting hub in which
a country either manufactures and exports to abentries under a regional trade

arrangement or imports pharmaceuticals under a clmogy licence and re-exports.

The regional mechanism has a number of strict paten® however which limits its
application in the Pacific. Firstly it requirepee-existing regional trade agreement rather
than a political or economic grouping of stateecdhdly, at least half of the current
membership must be LDCs (PICTA currently has nimentoer countries of which three are
LDCs). At the sub-regional level, Vanuatu and $@da Islands are LDCs in the Melanesian
Spearhead Group Trade Agreement with Fiji and PiN®yever, it is far from a
comprehensive regional mechanism. Thirdly, bothnla@ufacturing country and the

receiving country must share the disease in questio

Lastly, this model was conceived using regionamgements based in Africa. These make
assumptions about the existence of regional patgrtdiealth, political and economic
parameters that do not apply in the Pacific. Kangple, in Africa the regional models have
their roots in regional patent laws that facilitite re-export of pharmaceuticals whereas, in
the Pacific there is no regional system, patenslaary, and there is resistance to forfeit

sovereign patent systems for a regional system.

A more effective means of harnessing the benefigsregional approach in the Pacific would
be through a pooled procurement mechanism outs$itteedVTO framework. Such a regional

mechanism is under review by WHO, PIFS and SPC.

5.0 Intellectual property rights: regional initiati ves

The PIFS have been facilitating IP initiativeshe region since 2000 in cooperation with
agencies such as WIPO and IP Australia (PIFS/WIP@lst, 2001). WIPO has been active
in the Pacific providing technical assistance fourries to join and implement the various
treaties that it administers. [P Australia is estralian government agency that administers

patents, trade marks and designs in Australia. Atstralian government is positioning IP
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Australia to provide services to the greater Pac#gion, including some services to New
Zealand.

In 2004, PIFS, WIPO and IP Australia finished inménting a three year ‘Regionally
Focused Action Plan’ (RFAP) in the Pacific whickluded work on regional IP
administration (PIFS/WIPO/IP Aust, 2001). Two misdender review include:

() stand-alone: a stand-alone regional patent admatimh ie. PICs undertake their
own searching and examination using shared resebased in a joint regional
office;

(i) outsourced: a regional patent administration latatea central office in the PICs,
however, substantive searching and examinatioroouted, for example to IP

Australia.

The PIFS did not renew the IPR contract with WIR@ # Aust. Both organisations

continue to work with PICs bilaterally. If furthezsearch into a regional facility is
progressed, there will be a number of issues t@daved, including the relationship between
the regional facility and national offices and latvee level of fees to be charged and possible
loss of skills and expertise in national IP offic8he costs and benefits of a regional IP office
have also been considered as part of the Pacdit ([Farquhar, 2005) and are earmarked for
further analysis.

6.0 IPR, traditional knowledge and medicines

Traditional knowledge (TK) and medicines are usaxlly, often in preference to, or to
complement, conventional medicines. The prinagbletegrating traditional knowledge (TK)
and medicines into the public health system is jtechby the WHO on cultural and cost
effectiveness grounds. The key to more effectwegration lies in the standardisation of
medicines dispensed under these systems, thengahiproviders and the issuance of
guidelines on their use. As in most other cousthewever, the two systems generally remain

philosophically and scientifically separate.
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Traditional medicines systems could also servelzssa for bio-prospecting, for example, an
official traditional medicines research centrepem@ting in Kiribati and Samoa. However,
currently there is no international IPR Treaty Tét which leaves the PICs, and other
developing countries, unprotected against ‘biopiréte act of foreign firms
commercialising plant and animal extracts and demesiterial that have traditionally been

used or owned by indigenous groups without authbds and for commercial gain).

WIPO, WHO and WTO acknowledge that eventually darmational Traditional Intellectual
Property System (TIPS) will need to be develop€dis would govern bioprospector’s use of
TK and ensure indigenous people’s authorise itsanseshare in any commercial benefits. In
its absence TK law is being developed ad hoc auatecy level or between regional trading
blocs. For example, in New Zealand the Ministrfeabnomic Development has recently
engaged with the New Zealand public and privatéosen developing TK law as currently
there are no recognised guidelines on bioprospgaiee of TK in New Zealand. In contrast,

a form of TK patent law has existed in Peru anch@lior several years.

PICs continue to face unauthorised use of theiriliKgvations and practices (Mead and
Ratuva, 2007). While conventional IP laws exisalinPICs, to protect certain forms of IP, in
the main they fail to protect TK from exploitatiomhe model law on ‘Traditional Biological
Knowledge, Innovation and Practices’ developedlierPacific region both complements

conventional IP laws and overrides them.

Drafted in 2000 by the Secretariat of the SouthffedEnvironmental Programme (SPREP),
the framework provides PIC officials with a stagtipoint for dialogue at regional meetings.
The model law requires further development whicpraposed to be led by the PIFS in
2008/2009.
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Appendix 5: Protecting access to medicines: suggedtregional and

national responses in the Pacific

The research findings, together with suggestiondenty interview participants and personal
observations, were used to compile a range of disdiiplinary responses to help mitigate
trade restrictions on access to medicines at thierna and regional level. The responses are
designed to assist with the mainstreaming of puigalth development into trade
policymaking. This will enable any adverse effemtisthe health sector to be considered
during trade negotiations and the design of redimséitutions. The responses are
categorised into four main areas (advice givemade negotiators, drafting IPR law and
regional IPR initiatives, monitoring pharmaceutipatents and, integrating health into trade
policymaking) and presented as summarised bulliet$g¢n no particular order) under each
of the key health stakeholders.

1.0  Technical advice given to national and regiondtade negotiators

Pacific Islands Forum Secretariat (PIFS):

» Establish formal mechanisms to scrutinise inteomati trade agreements from a public
health perspective ( For example, previously PIF&nged for the draft EU EPA
agreement to be critiqued by a group of pro-pawetbpment IPR and health experts
associated with Dr Carlos Correa. Their resporegtiven circulated to Forum Leaders
and trade negotiators).

* Build policy and programme coherence with SPC enttade and health sector

» Advocate for WTO TRIPS safeguards and exemptiomational and regional IPR law and
in trade agreements

 In conjunction with health stakeholders, providpasty building relating to knowledge of
IPR laws, implementation of WTO flexibilities angeanptions, and impact analysis of
trade agreements on health

Secretariat for the Pacific Community (SPC):

* Incorporate health economics and trade into cupelty and programmes

» Shift focus from technical assistance to includategic, policy advice on health, including
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the impact of trade on access to medicines
Take the lead on trade and access to medicineminyWHO/SPC initiatives and as an
advisor to PIFS

UN agencies:

Exchange knowledge and expertise on access to mesliitom other regions in the South
where a high profile already exists

WHO — undertake empirical studies of affordabiatyd efficacy of government procured
drugs and population health trends to build eviddresed research for monitoring
pharmaceutical patents and mitigating trade impedisto access to medicines in the

future

National Governments:

Clearly identify public (health)goods prioritiesatrare non negotiable in trade negotiations
Do the minimum in terms of commitment to internaiblPR standards

Provide capacity building relating to knowledgd®R laws and implementation of the
WTO flexibilities and exemptions

Formalise regular meetings with MFAT, MOH, FPS atiter stakeholders on access to

medicines

2.0  Drafting intellectual property law and regional IPR initiatives

Pacific Islands Forum Secretariat (PIFS):

* Promote a paradigm shift amongst Forum LeaderBRfds an instrument of development

policy that may protect national sovereignty, remnsé existing rights to public goods, and
help to achieve social, cultural and health devalemt goals. In contrast, IPR currently
appears to be viewed primarily from an economigpective as an instrument for the PICs
to gain commercial advantage. However, as ‘netsusé IPR, rather than ‘net generators’,
the PICs appear to be investing limited resouncéke development of traditional
knowledge on the basis that this may generate dinhreturns in the future. This mindset
may inadvertently limit IPR development in the gierm and lead to existing rights to

access public goods being traded away

» Allocate resources to develop IPR strategy gui@slias requested by the CROPS
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* Re-commence IPR national and regional design tiviéia using (independent)
international experts and a multi-sector approaateview alternative IPR models. The
review should take into account key drivers inflcieg the global IPR agenda and its
implications for the Pacific region, the potentradirect costs this could generate for public
goods, such as health, as well as considering iatirex ADB report on the cost/ benefit
analysis of regional IPR mechanisms (Farquhar, P@®&ch appears to have a narrower
Terms of Reference

UN agencies:

* Provide technical assistance on the use of cotigretaw and other national exemption
mechanisms to mitigate trade impediments to adcesedicines

National Government

» Evaluate national IPR law to ensure minimum WTO H&kafeguards are incorporated
(see below), delay for as long as possible joiftay

* Do the minimum in terms of commitment to interna@bIPR standards, including:

» supporting parallel importation,
Compulsory License is subject to conditions undeiPIS Article 31 only,
limit the scope and duration of data exclusivitglenTRIPS Article 39.3,

grant patents only for truly new and inventive pro/processes TRIPS Art. 27.1,

YV V V VY

no linkage between patents and drugs registration,

» create national exemption mechanisms, for exansplapetition law
» Develop a simple and easy to use compulsory licegsem at national and regional level
* Fijian Ministry of Justice — speed up progressational draft IPR Bill to ensure TRIPS-

plus provisions are removed (Correa, 2003)

3.0 Monitoring pharmaceutical patents

Pacific Islands Forum Secretariat (PIFS):

* Promote the monitoring of pharmaceutical patentsaasist with capacity building for this
UN agencies:

» Share knowledge amongst the PICs relating to mongaf pharmaceutical patents

» Establish a ‘hotline’ to help countries ascertdwampnaceutical patent status
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» Assist to negotiate with pharmaceutical compan@daminsist on pharmaceutical patent
protection

National Government:

» Establish a formal preventative mechanism whererfe@ffice notifies MOH of every

pharmaceutical patent registered

» Establish an Expert Group to monitor pharmaceupe#ént examinations, for example, the

Brazilian Model, against appropriate criterion ao@ppose if necessary, during pre-grant
phase

» Train professionals in the field of interpretinggpimaceutical patents, including lawyers,
pharmacists, economist, chemists, medical doctors

» Implement methods for delaying registration, suslnareased filing fees and bureaucratic

delays, to deter patent holders from automatiddihg in several countries

4.0 Integrating health into trade and property rights

Pacific Islands Forum Secretariat (PIFS):

» Establish a formal working group on IPR, trade hadlth which includes ALL trade and
health-related stakeholders

» Ensure seamless policy and programmes with SP@da implications on health
development

* Include trade and access to medicines in existiggaay future regional health
development strategies signed off by the Forum eesador example Regional HIV/AIDS
Strategy

» If a human rights desk is established in the fyturgude rights to access to medicines

Secretariat for the Pacific Community (SPC):

» Build a strategic policy role, rather than a putelghnical assistance role, to fill a ‘gap’
between health and trade that appears to exisebet8PC, and PIFS as the two major
health stakeholders identified in this researcl,\aith WHO, the major UN agency
stakeholder

CROPS:

* Include trade, IPR and health on the agenda ohtneggural CROPS Working Group
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attended by the Executive Directors of the variGBROPS
Include trade, IPR and health development in Usitgiof the South Pacific academic

research and development agenda

UN agencies role:

UNAIDS - include a broader group of stakeholderthiminaugural meeting of the Pacific
AIDS Commission attended by Commission Expertsnttaace knowledge exchange.
Example of stakeholders include: PIFS, SPC, MRdihistry of Justice, MOH, Fiji
Pharmaceutical Services and health-related regassaciations

Assist with sharing of drug price information amenBICs

Share learning from South experiences, for examiailand, including knowledge
exchange through workshops

Promote the concept of using human rights instrusnenprotect the right to access to
medicines

WHO - build stronger trade and health advocacy

Include trade and access to medicines in existind,in any future, regional health
strategies, for example, WHO Regional NCD strat&ggional HIV/AIDS strategy

National Government:

Create a mechanism for monitoring the impact of rede agreements on healthcare
Promote strong institutional linkages between MQid BFAT, and include trade, IPR and
health development on the agenda and establigif@mmial working group working on IP
and health from a national perspective that inte$awith trade policymaking at the
regional level

Include access to medicines in the MOH Strateqaa Pl

Increase capacity within MOH to trigger the implentation of safeguards under the
Patents Act

Formalise holding two yearly workshops with allk&holders, organised and funded by the
WHO

For PICs signed up to International Human Rightev@ations whose progress is
monitored by a Human Rights Committee, reinforog expand the agenda of the
Committee, for example, CEDAW to uphold women’sdatildren’s’ rights, to include

protecting the right to access to medicines
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Non Government Organisations:

Expand awareness of trade and access to medigirieslbding on the agenda of regional
and national workshops for associations eg. NuBearmacists, Clinicians, Economists
Identify appropriate lobbying mechanisms for trané access to medicines advocacy
RRRT broaden current human rights policy and tregrio include access to medicines.
For example, expand talks to graduating lawyerkBuwman rights case law to include talks
to graduating health care workers, including mdditadents, on access to medicines and
human rights advocacy

ECREA, build advocacy for access to essential nmeeovith community groups
(including the use of human rights instruments géitle other multidisciplinary tools to do
this). Build information relating to affordabilignd efficacy of drugs provided free by the
public health system and of desirable patented cimezti, for example for treating chronic
non communicable diseases, in the future

Explore the role of advocating for improving théeiriace between different sectors and
structures to improve multi-sector collaborationt@de and health issues

NGOs that are accredited to attend Working Grouigts tie PIFS, for example, PCRC, use
the ‘new observer’ status to introduce trade aralth@ssues to the level of the Forum
Secretariat

139



