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ABSTRACT

Currently, two billion people lack regular access to essential medicines in contradiction of their
right to health under international law. With the rapid growth of intellectual property provisions
in international trade agreements in recent years, governments are increasingly bound to
provide stringent patent protection to pharmaceuticals, resulting in higher drug prices, which
exacerbate the inaccessibility of medicines. As a result, there is a growing consensus in human
rights and public health communities that policy-makers should ensure that trade agreements
do not negatively affect the right to health, and moreover that human rights impact assessment
offers a pragmatic and increasingly well-considered framework for achieving this aim. Drawing
on numerous case studies and international human rights standards, this article proposes a
pragmatic framework methodology for non-governmental organizations to carry out human
rights impact assessment of trade-related intellectual property protections as part of their
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advocacy campaigns.

Introduction

Over the past decade, there has been growing interest
in health and human rights impact assessments both
within public health and human rights communities, as
well as in the established domain of impact assessment
practice (Kemp & Vanclay 2013). Environmental and
social impact assessments have been widely employed
over the past 40 years, and more recently, numerous
other types of impact assessments - to gage potential
effects on specific populations or sectors — have prolifer-
ated (Harrison 2011, p. 164-165). Yet health and human
rights impact assessment are relatively new and con-
sequently draw on the methodologies of those impact
assessments that have preceded them (Walker 2009,
p. 3-5). The need to develop new methodologies atten-
tive to both international human rights standards and
impact assessment practice is apparent in the growing
focus on human rights impact assessment (HRIA) includ-
ing within the pages of this journal (Graetz & Franks 2013;
Harrison 2013; Kemp & Vanclay 2013).

The development of health and human rights
impact assessment methodologies has arisen from
the practical imperative to mitigate the health and
human rights impacts of policy and trade in a range of
domains. As a result, health and human rights impact

assessments have been used to predict the health and
human rights consequences of interventions in multi-
ple arenas, including at the level of clinic operations,
state and local policy and foreign direct investment
projects (Rights & Democracy 2007; United Kingdom
Department of Health 2008; Bakker et al. 2009). One
particular area that has drawn considerable atten-
tion from public health officials, nongovernmental
organizations (NGOs), and international human rights
experts is the potential negative health and human
rights impacts of intellectual property provisions
in international trade agreements on the price, and
therefore accessibility of medicines (Walker 2011;
Forman 2013). With the rapid increase in intellectual
property provisions in bilateral and multilateral trade
agreements over the past decade, governments are
increasingly bound to provide stringent patent pro-
tection to pharmaceuticals. Because of their significant
adverse impact on drug prices, trade-related intellec-
tual property provisions threaten to exacerbate the
drug gap in low- and middle-income countries (LMIC)
in particular, where 2 billion people continue to lack
regular access to essential medicines (World Health
Organization 2004; Millennium Development Goals
(MDG) Gap Task Force 2013).

CONTACT Lisa Forman ®Iisa.forman@utoronto.ca
©2016 IAIA


mailto:lisa.forman@utoronto.ca
http://www.tandfonline.com
http://www.iaia.org

Downloaded by [University of Toronto Libraries] at 10:43 30 March 2016

2 L. FORMAN AND G. MACNAUGHTON

Indeed several studies confirm that high medicine
prices contribute to the poor availability of essential
medicines in many LMIC (Niens et al. 2010, p. 2; Cameron
et al. 2011, p. 2; MDG Gap Task Force 2013, p. 60). For
example, a 2010 study exploring the affordability of
medicines for asthma, diabetes, hypertension, and adult
respiratory infection in sixteen LMIC found that up to
86% of the population would fall below the poverty line
by purchasing these medicines (Niens et al. 2010, p. 1).
When essential medicines are not affordable, ill people
may be forced to decide whether to impoverish them-
selves by purchasing drugs at prices they cannot afford
or forego treatment for painful and life-threatening
health conditions (Niens et al. 2010, p. 2; Cameron et
al. 2011, p. 6). The human consequences of unafforda-
ble medicines was brought into stark relief by dramatic
death rates from the HIV/AIDS pandemic in Sub-Saharan
Africa, which illustrated that the protection of intellec-
tual property provisions could not be divorced from
the devastating health and human rights impacts of
inaccessible medicines. Indeed, in large part because
of the AIDS experience, access to essential medicines is
now explicitly recognized as a fundamental element of
the right to the highest attainable standard of physical
and mental health (‘the right to health’) (United Nations
2013, para. 2). This situation has generated a growing
consensus amongst international human rights bodies
and other institutions that policy-makers should take
the right to health into account when entering trade
agreements, and moreover that human rights impact
assessment (HRIA) offers a pragmatic and increasingly
well-considered framework for doing so (United Nations
2004a, 2004b, 2006a, 2006b, 2006¢, 2007, 2008; World
Health Organization 2008, p. 14-15, 46, 135-137).

This article draws from extant literature and prac-
tice to propose a framework methodology for HRIA of
trade-related intellectual property provisions in rela-
tion to access to medicines. By ‘framework method-
ology, we mean an outline and guidance for an HRIA
into which users may develop further context specific
details. This methodology draws substantially from the
intersection of three previous publications on HRIA.
The first publication, by Paul Hunt, then United Nations
Special Rapporteur on the right to health, and Gillian
MacNaughton, proposed a right to health framework for
impact assessment as a case study for developing human
rights impact assessment methodology (2006). The sec-
ond is a detailed human rights-based methodology of
trade-related intellectual property provisions, developed
by Simon Walker and applied to a prospective free trade
agreement (FTA) in Costa Rica (Walker 2009, 2011). The
third is a report by Olivier De Schutter, then United
Nations Special Rapporteur on the right to food, which
proposed guiding principles on HRIA of trade and invest-
ment agreements (2011). In addition, we draw on other
scholarship and studies that have focused specifically

on the health and human rights consequences of intel-
lectual property provisions in trade agreements on the
cost and accessibility of medicines.

The framework methodology we propose differs from
the three primary models cited above by providing a
user-friendly and narrow focus on the human rights
impact of intellectual property rights on access to med-
icines alone. We foresee this narrow focus being used in
two potential ways. First, and primarily, the proposed
methodology may be used as a stand-alone impact
assessment exercise to be conducted ex ante or ex post
by non-governmental organizations to assess prospec-
tive or existent trade or intellectual property laws and
agreements in order to generate an evidence-based
advocacy tool. As NGOs, especially those in low- and mid-
dle-income countries are unlikely to be able to carry out
complex multidimensional HRIAs, a narrow focus and a
user-friendly pragmatic HRIA methodology is most likely
to be adopted for such campaigns on access to medi-
cines. Second, the proposed methodology may be used
as an add-on methodology to be integrated into exist-
ing ex ante tools used by policy-makers to assess trade
and social impacts, including trade sustainability assess-
ments, economic modeling and causal chain analysis. We
do not attempt in this paper to address these broader
impact assessment methods, which would be beyond
the capacity of the vast majority of NGOs. More specifi-
cally, we believe that our framework methodology makes
a distinctive contribution through its focus on‘usability’
- privileging ease, brevity, and affordability in order to
assure that this tool can be used relatively quickly and
cheaply according to context and need. We believe that
these aspects of this tool differentiate it from others in
usage, and permit it to make a distinctive contribution
to practice in this domain.

We acknowledge the challenges of carrying out
HRIAs of proposed provisions for international trade
agreements in the context of secretive trade negotia-
tions in which key aspects are not publicly accessible
until already agreed upon. The secretive aspects of trade
negotiations complicate the task of NGOs wishing to
conduct ex anteimpact assessments. However, we hope
thatincreased use of HRIA by NGOs will pressure govern-
ments into making the proposals for trade agreement
more transparent, and ultimately conducting their own
comprehensive, participatory and transparent HRIAs of
proposed trade agreements to assess the human rights
impacts of trade related intellectual property rights com-
monly protected in trade agreements.

Following this introduction, part B of the article out-
lines how trade-related intellectual property provisions
affect access to medicines, and overviews relevant
human rights standards applicable in this context. Part
C explores key health and human rights impact assess-
ments, including those that have specifically addressed
the potential consequences to medicine prices and
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access of proposed intellectual property provisions in
international trade agreements. Part D considers the les-
sons learned from these experiences over the past dec-
ade in order to propose a framework HRIA methodology,
pointing to specific issues for practitioners to consider at
each stage of the impact assessment process. The paper
concludes with thoughts about the future development
of methodologies for HRIA of intellectual property pro-
visions in international and bilateral trade agreements.

Trade-related intellectual property provisions
and their impact on human rights

Since 1995, any country acceding to the World Trade
Organization (WTO) must adopt the Agreement on
trade-related intellectual property rights (TRIPS), which
requires WTO members to provide 20-year exclusive
protection to pharmaceutical patents (World Trade
Organization 1994; article 33). In particular, TRIPS pre-
vents WTO members from manufacturing or importing
cheaper drugs, unless they use the limited exceptions
in TRIPS called ‘flexibilities’ which enable policy-makers
to access cheaper drugs when necessitated by public
health needs. TRIPS flexibilities include compulsory
licenses (where governments manufacture or import
generics under strict limitations) and parallel imports
(where governments import lower priced patented med-
icines) (World Trade Organization 1994; articles 31, 6).
The TRIPS rule on compulsory licenses is however com-
plex and circumscribed, and can only be used if the drug
in question will be used for public non-commercial use,
national emergency or extreme urgency. However, these
key terms are not defined within the TRIPS agreement, so
that countries issuing compulsory license under almost
any circumstances are likely to attract real or threatened
trade sanctions, litigation, or corporate drug removals
(Forman 2011).

The implementation of TRIPS in countries introducing
pharmaceutical patents for the first time has resulted in
significant increases in drug prices. This impact is demon-
strated in Malaysia, where the introduction of patents
saw drug prices rise by 28% on average per year between
1996 and 2005 (Smith et al. 2009). TRIPS will eventually
phase out generic manufacture of patented medicines
in totality unless it is done under compulsory licensing
(Forman 2011). Even stricter intellectual property rights
in regional and bilateral FTA are further restricting the
use of compulsory licensing and other TRIPS flexibilities.
These intellectual property provisions are termed ‘TRIPS-
plus rules’ because they exceed the standards in that
agreement, and serve to extend monopoly pricing and
limit market entry for generics (Forman & MacNaughton
2015). For example, the US has negotiated bilateral or
regional FTAs with approximately 60 countries (Forman
& MacNaughton 2015), and the European Union and
European Free Trade Association with approximately 50
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countries (European Commission 2012; European Free
Trade Association 2012). TRIPS-plus intellectual property
provisions are being advanced in a range of other bilat-
eral agreements, including the Trans-Pacific Partnership
recently concluded between the USA, Canada, and 10
Pacific Rim countries (including Australia, Brunei, Chile,
Malaysia, New Zealand, Peru, Singapore, and Vietnam).
A proposed Anti-Counterfeiting Trade Agreement
attempts to challenge the movement of counterfeit
or pirated goods, without adequately distinguishing
between counterfeit medicines and legitimate generics
produced under compulsory license or where no patent
is in force.

The advancement of TRIPS-plus rules continues
despite the 2001 WTO Doha Declaration, which explicitly
endorses the right of WTO members to protect public
health and promote access to medicines for all, and to
use TRIPS flexibilities to the fullest extent, including com-
pulsory licenses (World Trade Organization 2001, para. 4).
While the Doha Declaration sought to confirm that com-
pulsory licenses could be used legitimately for epidem-
ics like HIV/AIDS, tuberculosis and malaria (World Trade
Organization 2001, para. 5.c), in practice pharmaceutical
companies (and their host governments) attempt to limit
use of compulsory licenses to these three diseases alone,
and to limit their use within Sub-Saharan Africa (Forman
2012).The impact is to maintain high drug prices, restrict
access to generics and sustain and even exacerbate the
drug gap at great human cost (Forman 2013).

This outcome threatens the realization of a range of
human rights primarily the right to health protected
extensively in international law, including most compre-
hensively in the International Covenant on Economic,
Social and Cultural Rights (ICESCR) (United Nations 1966).
The right to health in the ICESCR has been authorita-
tively interpreted by the United Nations Committee on
Economic, Social and Cultural Rights (CESCR) to impose
a state duty to provide universal access to essential
medicines as a core and hence prioritized duty under
this right (United Nations 2000). Moreover, the general
duty to assure that all health care services are available,
accessible, acceptable and of good quality (the ‘AAAQ’
framework) implies a general state duty to ensure access
to affordable and safe drugs (United Nations 2000).

The CESCR has further interpreted a state’s core obli-
gation with regard to essential medicines to extend to
preventing unreasonably high costs for essential medi-
cines from undermining the rights of large segments of
the population to health (United Nations 2006c, para.
35).The United Nations General Assembly has confirmed
that‘access to medicines is one of the fundamental ele-
ments in achieving progressively the full realization of
the right of everyone to the enjoyment of the high-
est attainable standard of physical and mental health’
(United Nations 2013, para. 2). These duties appear to
be in conflict with the intellectual property provisions
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in TRIPS and subsequent trade agreements which give
strictly enforced exclusive protection to pharmaceuti-
cal patents, contributing to rising drug costs and lim-
ited access to cheaper medicines whether generic or
patented.

Human rights and intellectual property-
related impact assessments

To develop this framework methodology, we conducted
an extensive search of scholarly literature in the areas of
health impact assessment; human rights impact assess-
ment; and trade impact assessment. We similarly con-
ducted a broad but not exhaustive search of prominent
methodologies in use in each of these three aforemen-
tioned fields. The results of this search are presented in
Tables 1 and 2, which also summarize key developments.
Table 1 describes important advances in human rights
impact assessments, and Table 2 outlines key impact
assessments of trade-related intellectual property pro-
visions from health and/or human rights perspectives.
Based on this review, the HRIA we propose in this article
draws from key developments within two converging
lines of scholarship and practice: first, we focus on the
significant growth in methodologies and scholarship
exploring HRIA related to health, and primarily the meth-
odology developed by Hunt and MacNaughton in 2006.
Second, we draw from the development of human rights
specific impact assessments focused on trade agree-
ments, especially the HRIA developed by Simon Walker in
2009 addressing how intellectual property rights affect
access to medicines, and the guidelines for conducting
HRIA of trade and investment agreement developed by
De Schutter in 2011. Certainly aspects of trade agree-
ments other than intellectual property rights can impact
on access to medicines — we do not however focus on
mechanisms such as investment dispute settlement or
health care transparency as our intention is to create a
user-friendly framework methodology that is narrowly
focused. Itis our hope that the current methodology can
be adapted by other users or researchers to these areas
accordingly.

HRIA is a relatively recent idea and practice that has
drawn significantly from extant advances in the long-
standing fields of health and social impact assessments.
In 1994, Gostin and Mann'’s pioneering article proposed
developing a methodological tool to assess and mit-
igate the human rights impact of potentially coercive
public health policies on vulnerable populations (Gostin
& Mann 1994). Since that time, human rights and right
to health-specific methodologies have been developed
by NGOs and social groups, including the Canadian
NGO Rights and Democracy, the Dutch NGO Aim for
Human Rights, and the transnational People’s Health
Movement (People’s Health Movement’s 2006; Rights and
Democracy 2007; Bakker et al. 2009). A key development

in human rights-related impact assessment came in
2006, when Paul Hunt (then the Special Rapporteur on
the right to health) and Gillian MacNaughton proposed
mainstreaming human rights into other forms of impact
assessment, demonstrating this approach with a meth-
odology for integrating the right to health into ex ante
impact assessment to assess prospective human rights
impacts of proposed policies (Hunt & MacNaughton
2006, p. 4-5). The authors proposed seven general prin-
ciples for human rights-based impact assessment: (1)
use an explicit human rights framework, (2) aim for pro-
gressive realization, (3) promote equality and non-dis-
crimination in process and policy, (4) ensure meaningful
participation by all stakeholders, (5) provide information
and protect the rights to freely express ideas, (6) estab-
lish mechanisms to hold the State accountability, and (7)
recognize the interdependence of all human rights. They
also proposed considerations for integrating the right
the right to health into a six-step process for the impact
assessment: (1) preliminary check, (2) assessment plan,
(3) information collection, (4) rights analysis, (5) debate
options, and (6) decision and evaluation.

While the Hunt and MacNaughton methodology was
recommended for governments to carry out in the con-
text of domestic policy-making, crucial decisions were
being made at the international level, limiting the policy
space for improving health and realizing human rights.
Indeed, the health impacts of trade-related intellectual
property provisions has prompted a rising consensus
that states should assess the impact of intellectual
property provisions in trade agreements on access to
medicines, and do so from a human rights perspective.
At least three United Nations treaty-monitoring commit-
tees have called on countries to conduct assessments
of the effect of international trade rules on the right
to health (United Nations 2004a, 2004b, 2006a, 2006b,
2006¢, 2007, 2008). Similar calls have been made by other
international institutions including the World Health
Organization’s Commission on the Social Determinants
of Health, which urged countries considering new
global, regional, and bilateral trade and investment
commitments to use health equity impact assessments
to establish flexibilities that would allow modifications in
the event of adverse impacts on health or health equity
(World Health Organization 2008, p. 14-15, 46, 135-137).
Similar views are expressed in scholarship, which widely
views impact assessment as offering a practical tool to
minimize the negative impacts of foreign policy and
trade agreements on health and human rights (Lee et
al. 2007; Scott-Samuel & O’Keefe 2007; Walker 2009;
Harrison 2011).

Joan Rovira, a Spanish academic, developed a widely
used methodology called the intellectual property rights
impact aggregate (IPRIA), a user-friendly computer-
assisted simulation model to assess the impact of
changes to intellectual property provisions on domestic



IMPACT ASSESSMENT AND PROJECT APPRAISAL 5

(panunuod)

Ao110d pue wiojal
|e63] uerdwod Aoed
-OApE U] pasn ‘salpnig

‘800€ ‘spue
-13Y313N-8/£007 "eAuay
sauiddijiyd

pue ‘0buo) jo d1gnday
J13enows( 19411 ‘nidd
‘eunnuabiy ui saipnis ased

101035

11gnd ay3 ybnouyy payddns
s|eaiznadewleyd jo uondwns
-uod ui doip uedyiubis proae
o} uol|lw LEE @SN Se yonw

se bujpuads paseasoul yum
196pnq uo ainssaid |eu pe
nd 03 A|y1| ANAISN|DXD 19)Ie|N

suoiennohau ays ul yd|
Hurispisuod jou pue ‘suonen
-0bau buike|ap papuswiwioday
196pnq Yyjesy

|enuue paadxa pue samod
Buiseydind s3)doad puokaq
s921d Bnup aseasnul pjnom

ddl 9A133dsoud 1eyy puno4

J10}luoW pue ‘d1en|ead
‘puswiwodai ‘sishjeue ‘adods ‘usalds
‘a1edaid 01 Abojopoyiaw asim-daisg

ysiignd 3jnsuod
“J0)UOW pPUBWIWIOIAI ‘syedwii ‘suonip
-uo0d syybu uewny ‘me| ‘A)Ade aquUdSaQ

sjuajed

J1abuo| woly saseasdul dud 1ewnss pue
(papueiq/ouauab) sadud bnip aiedwod
01 e1ep A1BPU0I3S SISN ‘[SPOW Y|Yd] SIS
s3ybu jo uonezijeas

pue ‘sniels yijeay ‘wiaisAs yijeay ‘sapijod
‘SIUBUILULIOD :JUBWSSAsse dals Al

9zijeuy pue ‘aInquasip ‘1iodal 1yeip
129102 ‘ued 23y 03 yoeoidde dais-xis

puaWWOodal pue
9qusap ‘Ajuapl 03 yoeoidde asim-dalg

alen|eAs
pue Jo}uOW ‘PUSWIWIOI3I pue Jiodal
193]|02 ‘2d0s 0} ABojopoyraw dais ua)
SIAIRUID)E

pue 1edwi ysi|qelss 01 suonsanb jo 195
Aujeuorniodoid pue A11ssadau 210|dxa)
suaping s1ybu uewny isuiebe syyausq
yyeay d1jgnd aduejeq o3 suonsanb jo 1a5

SJ0}2B puE Swslueydaw

syb1 ueWINY dA[OAUL ‘sIdp[OY SIybL pue
‘s191e3q Ainp dojanap ‘uonredidinied ‘syybu
uewny 3111dxa :y|YH JO SJUSWJS 1IN0
(s121e3q AInp pue siapjoy s1ybu Ayusp!
‘Ayj1qeiunodde ‘sdnoib ajqesau|na ‘uoieul
-widsIp-uou ‘uonediJed) yoeosdde paseq
-s1ybu asn ‘spiepueis syybu uewny bojeyed
‘s3ybu Jo |1q |euOIIRUIAIUL Y1IM Swielq

Yesy 03

1y6u 1ey 1 10 YISO JO UOKUSW OU uONNY
-115U0D) 1Y pue YHAN 03 U4 11 dX]
sdals bululewsal

9y} 03Ul UONRIHIIUI PUE ‘SIUSWUIIAOD JO S3I}
qgisuodsal syybu uewny uo sndoj 11jdx3
(duspuad

-3pIaul pue ‘Ayjigeiunodde ‘Aoualedsuel)
‘uorzedidinied ‘uoneulwidsip-uou/Ayenba
‘uoniezijeal anissaiboud ‘sybur uewny jo asn
121dx3) sojdputd s3ybu uewny buipinb £
Buipinoid se [jam se ‘sdais ojul pajelbalul

Mvain

pue Y153D| Woiy spiepuels sayesbaju|

sybu Jo Aujiqisiaipul

Buiziuboda1 pue ‘sdnoib s|qessaujnA uo sndoy
‘uoljeuIWLdSIp-uou ‘A}1jigeunodde ‘Aoua
-Jedsueuy jo yoeosdde paseq-siybil smojjo4

sdais ul pajesbajul

suolisanb ol pajesbaju|

D4H

SOSN

SIUSWUISA0H

SOSN

SOSN

SOON pue A0

SODN pue A09

saupIpaw
pue yd| ‘auoje pueis a3up xa
‘ed1Y-e3s0) U0 14D JO YIYH

ssaulsng JO YIYH
J1oj suonsanb |esibojopoyis iy

ajup X3

v14-Sn
san|igisuodsal Jusawud

-Aob pue a1ed yyjeay 03 1ybu
UO SN0 ‘|YMY3H uo paseg

yiesy

011ybu uo sndoy ‘sndoy Ad1jod
13)up X3 ‘yf|H Ol pajelbaul
9q 01 poyiaw s1ybu uewny y

100}
£320ApY ‘2]UD X7 ‘dUO|e pueS
‘sapijod dsawo( ‘Abojopo
-y1aw s1ybu yijeay suswopn

s1oafoid usw

-1s3Aul 1oy Abojopoyaw y|yH
SN0} s3ybu uewny peoig
‘UUR|\ PUE UIISOD) UO paseq

SNJ0J UOHRUIWLISIP-UOU
‘y3jeay d1qnd 10y vyH

(6007) 12%eM

(£007) 2166y

(9002)
uolssIwwo) sybry
uewny [euonen leyj

(9007) susw
-9NO\ Y3|eaH s,3|doad

(9002)
uojybnendey pue Juny

IYMY®H

(0L02)
s1yB1Y ueWNH 104 Wiy

(8000)
£oenowaq pue siybry

(110t
‘y007) UBWUIH pue 107

(¥661) UuB\ pue UNSOD

pedw|/paiddy

sbuipuiy

Kbojopoyis |\

1usuodwod syybu uewny

J9sn Arewd

V| JO ainjeN

aweN

910z Yo\ OE €:0T e [seireuqi ouoio ] jo Aisieniun] Aq papeojumoq

"syuaWIssasse 1oedwi s)ybu uewny *| ajqeL



6 L. FORMAN AND G. MACNAUGHTON

uol1eN|BAS PUE ‘SUOIIRPUIWIWOIAI pue
uolsnpuod ‘siskjeue ‘buriayieb-aduapind
- ‘Buidods ‘Bujuaaids jo yoeosdde days-xis

s)10dxa uo duelfa) pue

‘A1]1qe|ieAe d11aUAB pasealdap ‘uondnp
-oid onsawop ‘Ayjige|ieae buipnpul ‘bul|
-9pOoW J]WOou0d3 puoAaq 1edwi azhjeuy
saupIpaw

|eIIUSSS-UOU /|eI3UdSSd uo 1oedwi
91ebaibbesip ‘1ayje sieak (1/G/21043q
‘s214d Bnup [9pow ‘suoisiaoid/sanssi

Aynuapi pinoys ydi J0 YIYH disod x3

9]eN|eAS puUe J0)JUOW ‘PUSWIWO0I3I

pue ‘apnpuod ‘azAjeue ‘2dods ‘UaaIds

- ‘wes} 123135 03 Yoeoidde ssim-dais
Jooud jo uapinqg

1912111s dunbai sjuswisus 210 Auje
-uoiniodoud ‘saA1leUIR) e ‘SSAUDAIIIRYD

- ‘Suspang aulwexsa 03 suonsanb Jo 195
sasuodsal 101oe

pue ‘A31j0d ‘Me| uj ANIAISN[XS 19)4eW 40}
$10}0B} [ESNE [eUIIXD dbpajMmouydy «
Kypeded

JuaWwuIdA0h pue syybi uewny uo yedwi
9ud pue ‘AJIAISN|IX3 193ew uo 1oedwi
921d “ANAISN|DXD J9yJeW Uo 1oedw

V.4) SisA[eue uteyd |esned pabeis «
sio3ed1pul

aAneluenb pue aaneyenb asp -
uojuido yadxe

pue ‘sa1pnis-ased A1oiedidied ‘siskjeue
ureyd |esned ‘siskjeue [eb3) ‘skanins
‘Buijapow J1wou0da buisn 333)|0) -

KbBojopoyrow

da1s-x1S ‘sjjo-apeu] dAIssaIb011a1-uou pue
9A13R}NSUOD ‘A10JRUIWIIDSIP-UOU ‘SI03RDIpUl
s3ybu uewny ‘syybu uewny 1p1dxa ‘sajd
-puid Aq papinb ‘3sod xa moj|o} pue suol}
-e13063U 40} SN ‘SIIINP JUISISUODUI PIOAR
03 AInp “y|YH 03 Ainp buipnpuil sajdidulld
uonejuswa|dwi

pue Bupueuy ‘sio3edipul dA3eljeNb pue
aAzeyuenb ‘uonedidiyied Japjoyayess
‘fouaiedsuely ‘ssauiie} ‘@duapuadapul uo
SHJRWDUI( [BUOIIRUIDIUI IO PARU SANBIY

0SD pue swisiueydaw
syybu uewny ‘sappusbe N ‘uswelsed
‘SUOISSILIWIOD S1yBL ueWNY SpNUl 51010y
SAWO2IN0 pue ssadoid

SpeJ) U0 SN0 'S101eJIpUl |qeI[S4 PUB PIjeA
‘wea} Areuldpsip-1inw yuapuadapuy ‘ssau
-l|pusny-1asn ‘Aujiqixayy spnjpul sajdpulid

SIUSWUISA0D

JUBWIISAAUI pue 3pes)

40 VI4H Joy sajdpund buiping (2102) 2mnyds 3

JUSWISAAUI pue 3peIl IO YIYH  (0107) Uonesepaq auidg

sybu
Ausdoud [en1da2aul JO YIHLY (0L07) M

pedw|/palddy

sbuipui KbBojopoyia |\

jusuodwod s3ybL uewnH

Jasn Arewd

V130 ainjeN sweN

910z Yo\ OE €:0T e [seireuqi ouoio ] jo Aisieniun] Aq papeojumoq

‘(panupuo)) *L d)qey



IMPACT ASSESSMENT AND PROJECT APPRAISAL 7

(panunuod)

JuawWIsSsSasse

HquE_ 10} s||e> uoljenlss
-qo Buipn|puod Y353
Juswissasse

1oedwl 10y S||ed UOIIeAIDS
-qo Buipnpuo> Y3530

eAqi pue ‘ealoy ‘elpu|
‘edlaWy |eJ1ud) ‘epeue)

ed1Y £ISO) pue d1jgnday
uedIUIWO( ‘ueplof ‘eIpU|
‘Kenbnuin ‘eai10y yinos
‘puejiey] ‘weulalp ‘eiske|
-BI\ ‘BIAIjOg ‘Bd1Y B1SOD)
pue ejewsieno ‘eiquio|o)

1dAB3 pue uepIof U9amiaq

saduaJayIp 9d1d Juedyiubis padnpoid 4g
(suoisinoad

d@ pasn saiuedwod | z) suonedidde yusied
paseasdul pue syudjed ueyy Jayiel dq Jeak g
uo Buikja1 saruedwod (% 6—€) syuajeainba
5113uU3b INOYIM SBNIp Joj dieys 1x1ew bul
-moib | 00z 9duls sad1d bnup ul asealdul %0z
$101119dW0D J313P P|NOM JUSWIDI0HUT

!5207 A9 WeE8QSN JO dsBRIOUL DAIRINWIND
‘asealdul aInpuadxa woosasn Ul ynsal
ANAISN|OXd eYep JRDA O | ‘Dsealdul 9o1d 9497
0} pea| pjnom payda1oad |4y Ul 9sealdul 9| |
‘uolfjiw 971 @SN JO SealdUl IAIRINWND {5707
Aq a1n)ypuadxa |ediznadeweyd U asealdul
uol[[lW 65 SN 0 Pe3| PJNOM SUOISUIXD JUD
-1ed Jeak § pue A}AISN|IXD e1ep 1ey) S91eWiIs]

S3dUIAYIP d1d Jofew pasned (Anud

193j/ew dLaUIH paluap ‘(uoridiejul [eipiedoAw)
XIAe|d 10} suoeilsIBal 2L2USb 1 paxoAal ‘soLBu
-3b Jadeaypd 0} ssadde paywi| AHAISNIXS eleq
sianydeynuew dLsusb

10§ S9AI}UDUI INPaJ ‘sad1id Bnup asealdul 0}
A[3y1 sabueyd [eba7 *(uoniuyap uoleaouul
mau, Aouaiedsuesy paseasdul) syoedw dA1ISOd

uonedpied

pue A>uaiedsuely a1nsus ‘y|yH euapun
saunp

S3yb1 ueWINY Y)IM WI0Ju0d 01 pRjuswa|duwi 3q
pInoys Yd| ‘@3eds £d1j0d jo buijierind ajqissod

Ju3jeAInba d11aUSB INOYYM SBUIIPAW JO dIeysS
19)4ew patojdxa 1dA63 pue uepior ul g INoYHMm
/Yyum sbnup 1oy sadud pasedwo) ‘sjeidyjo yijeay
d1|gnd ‘s10]e41SIUIWPE ‘S10100p ‘SI3IN1dBMNURW DLAU
-ab pamalnIalul ! 00T 49 SAUPIpaW €01 pazAjeuy

ainypuadxa

Jo Audnseld adud ‘spouad ANAIsnPXa ‘uoniadwod
>112uUab 03 dWI} ‘SUOISUSIX Judled ‘uoiiessibal

pue uonedijdde usamiaq swii ‘uoneinp yusyed
‘suonde A1snpul ‘yimoib 1xew 2inipuadxa {4y
‘dweljowiy s1eak op “1axew Bnip areaud pue dygnd
saio]dx3 'swial 4@ pue 1ualed buipuaIxd SaAlRU
-19}je 7 03 pasedwod 0LeUIIS JISe] :Y/[Yd] SASN
suosiedwod

9o1d duausb/pueiq ‘buidud buisn Bupid uo 1edwi
AuAisn|axa eyep alojdx3 ‘(Ajiqejieae ayeand pue
d1|gnd ‘s3211d) UOIID3|0d BIRP ‘MB| PAIMBIARI :SBNIP
9211d Jamo|/>1auab 01 ssadde uo syedw alojdxa of

sabueyd A101e|nbas buluaaib-1aAs Jo 1oedwi
s310]dx3 'spuasl d1d pue sadud Bnup J334e/21043q
Buniedwod Aq syoedwi bupud xuaiajel satojdx3

s3ybu uewINY UO Y] 4 Jo 1oedW] INOQE SUID
-U0d SaUIIN0 Jayrel ‘ABojopoylaw y|H [ew.o) oN

s3ybu uewNY Uo Y] 4 Jo 1oedW INOgER SUID

-U0d saUIIN0 Jayel ‘ABojopoYIaW Y|H [ewlo) ON
(Juawanjonur £131>0s

JIAD pue suojuido 11adxa ‘sisjeue ujeyd |esned)
sisk|eue aAle)I[ENb pUR dAIIRIIUEND PUSWIWIOIAI
‘3z|eUR }|NSUOD PUB YD1BISI ‘DIUIPIAS J3Y3eb ‘s10)
-edIpul 199]95 ‘auljaseq Apnis 03 ssad0id asim-dals

1oedwi [euysnpul pue ‘syedwi

ssade ‘suojerien 3dud ‘AyAIsn|dxa/uoniadwod
19)JeW :SIUBWIID AY| "sanjea pawnsse ‘uoiuido
119dxa ‘sayewysa ubiaioy ‘sarpnis [eduidwa ‘exep
Krewnd sas "uondnpoid d13sawop pue ainypuadxs
‘uoidwinsuod uo }edwi 93end|ed “AUAISNIXD

1apun sbnup a3ejndjed ‘uoziioy awi} Jedh-gy duyaq

05N

05N

SI3YDIRISY

SI3YDIRISY

SOSN

SOSN

sijew Ad1jod
SEVBILELSY!
‘SODN Aq pasn os|y

s1yew Ad1jod

AMAISN]PX?
©3ep U0 SN0} ‘Y14 LOOT 4O V| Is0d X3

AuAISN|DXa elep pue swis) wualed
pasealdu] uo pasndoj (003 AXeI0ApY
‘NI Ul SUDIP3 01 SSIIDY UO JUSW
-321By apel] uespuy-n3 ay: jo 1eduw)

AMAISN]PXD
e1Rp pUR B[RWIIRND) Ul /] V) UO SN0

Bupud sduaiayal
pue ANAISN|IXa e1ep {(Sgd) dwayds
S)yaudg [edIINdEWIRYJ UO SN0

V14 0320I0\-5 U0 YISID 01 Loday

Jopend3
Ul Y14 Ueapuy-Sn uo ¥J$3D 01 Loday

syedw
|EIUSWUOIIAUS JIWIOUOID ‘|eId0S

195N Jusw
-ulanob ‘3sod xa pue ajup X3 ‘sauipaw
pue Yd| ‘|opow uoienwis JIWouod]

SauPIPaW 0}
SS90 UO /] { Uepior-sn
1o 1dedw| :(£007) WexQ

(6002) YWYV4I

(HLYdD)
6007 Jauuaig 13 Jaeys

saunipaw
pue y14 sn-eljeasny
:(6007) |e 19 dduneq

900z ‘g

¥00C ‘a€

(VISL)
SIURWISSISSY 1oedwy jerd

-0G apel] ‘uolun ueadoing
91e62166Yy 1edw| syybry
Ay1adoud [en1d3||Iul-yIYdI

(6007) ‘|e 12 BaInOY

pedwi/palddy

sBuipuiy

Kbojopoyie |\

J9sn Kiewd

V[ JO ainjeN

aweN

910z Yo\ OE €:0T e [seireuqi ouoio ] jo Aisieniun] Aq papeojumoq

"SdIY1 JO sluawssasse 1edw| g djqeL



8 (&) L.FORMAN AND G.MACNAUGHTON

(0£02 A9 9%t ‘070z Aq %tz 03 dn) uondwns

-u0d Bnup paseanap (0e0z Aq WzS0L-9/1$

- ‘0202 Aq wiyzy—-/85 :196png Brup paseaiduj
,AWaYIs ddueINSU| Yijeay

ay3 Apenoned ‘puejiey] ul walsAs yijeay ayy
abeuew 0} ydwalie 3sauled Aue sujwispun,
pinom pue 196pnq yijeay jenuue buipaadxad
“1]amod Buiseydund s;3jdoad puohaq s3s0d bniq
(9Z°£-1°1@SN) 9seaDUl p|0j-9 sasned

UOISURIXd Jeak | {(Uol||iw 88—8 dSN) dsealdul
P|0J-01 S3SNed eIxa Jeak | :swudy jualed Jabuo)
wiouy saseasdul dud pamoys Apnis puodas
(09°5 asn) abem wnwiuiw

Ajrep sawn £'v-5'L ‘SL-0€°L ASN A $7°97-05'8
asn) Agy d1auab pue papueiq usamiaqg
2duaJayIp dud X 01— pamoys Apnis buisixg
Jeak yip| Aq wig's1zSasn pue

‘| Jeak Ul wz'9gsn o9 pinom ANAISN|IXS 19y ew
40150 "949°€G AQ SS320B Pasealdul pue s3sod Jo
%G°¥0 1 PaAeS dARY pInom $dLaUb Jeyl puno4
"WO00 ‘6ASN-WOLEE SN U9IMID] SSOf A1isnp
-Ul D11S3WOP ‘WIS6S'€ZASN-WL6L L LASN woly
Buipuads paseasdul ‘asealndul dud 9%/9-7€
pamoys (sAejap 40} uoisualxa Jualed 1eak 0 |)
SOLIRUDDS 3SBD 1SI0/\\ 'SOLBUIDS ||e Japun A13snp
-Ul 213S9WOP BupjULIYS pue ‘SaUIDIpaW 03 SS3Ie
- padnpal ‘aunypuadxa bnip paseasdul puno

2dueldwod
Ao110d ‘asn A>edonpe
‘wiiojal |eba| ‘salpnis 1aY10

Kbojopo
-Y1ow | dais 9 4oy yiomawely y[YH 11jdxd sasn)

Swi3} Jusled PapUIIXD WO SISLRIDUI
21d a1ewIss pue sadid papueiq,/diausb asedwod
01 d1ysIe|OYdS WOI) BIEP SMEIP ‘[9POW Y[Yd] S3SN

S3]eS JO %6°61 104 Bunnunodde dusuab pue
sbnup aAlleAOUUI {7/ 10} S9OURIRYIP 3d1d pasedwo)

SOLIBUDIS GE UBJ 13YJeW Uo |y

pa1usied 1e payoo| {uoziioy awi Jeak g ‘siesk gL
pue G J0j SWId) AUAISN|IXD B1ep/SIedk Q| pue G ‘g 10y
sjua1ed papua1Xa Jo 1oedwi 31ejNdjed 01 Y[Yd| PIsN

saupIpaw pue syybu

Kn1adoud |en1a|[a1ul 9pesl uo sndoy -
suoje pueis «

duexd .

Jaydleasay VI4H -

uojssIWwod sybu uewny

2.n)ipuadxs

EVRIEERCH] Bnip uo AJAISN|DXD 19)JeW 1B Pay 00T
abeyui| uajed ‘AyAIsndxd
SI3YDIEISSY  BIEP ‘UOISUSIX Judled UO SNJOY AJUD XF

(6007) ed1y-eIS0)
U0 V14D 4O VI4H 423 1eM

(9002) ¥14-5N J0
VIYH UoISSILIWIOD S1yB1Y
uewnH |euonieN ley|

V.14 eyl-sn

SOUIDIPA 0} SR
uo v14 1ey]-sn 4o 1oedwi
:(0107) '|e 39 UOOqUIOSS3Y|

pedwi/paiddy sbuipuly

KBojopoyis |\

J1asn Kiewiid V| JO ainjeN

aweN

910z Yo\ OE €:0T e [seireuqi ouoio ] jo Aisieniun] Aq papeojumoq

‘(panunuo)) "z a|qeL



Downloaded by [University of Toronto Libraries] at 10:43 30 March 2016

Table 3. Sample checklist on right to health duties.
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Government obligation Medicines

1. Minimum core duties

To provide accessible, available, acceptable, quality essential medicines

Insert relevant national right to health duties

2. Duty to respect

To refrain from actions that would result in unreasonably high medicine prices

Not to obstruct access to accessible, available, acceptable, quality essential medicines
Insert relevant national right to health duties

3. Duty to protect

To prevent third parties from obstructing access to medicines

To ensure international agreements do not adversely impact right to medicine
To prevent third parties from imposing unreasonably high medicine prices
Insert relevant national right to health duties

4. Duty to fulfill

To progressively realize access to affordable, accessible, acceptable good quality medicines

Insert relevant national right to health duties

Table 4. Sample checklist on existing and prospective intellectual property rights and their impact on right to health duties.

Existing intellectual property rights

Prospective intellectual property rights

Impact on right to health duties?

Patent terms 15 years Patent terms 20 years
Compulsory licensing permitted

Protection of undisclosed test data from unfair
commercial use

Compulsory licenses restricted

Protection of test data for 5 years

May affect minimum core duty to provide acces-
sible and available essential medicines

May affect duty to fulfil access to affordable
medicines

May prevent realization of state duty to access
affordable medicines

May delay realization of the state duty to access
affordable medicines

access to medicines (Rovira et al. 2009, p. 4-12). While
the IPRIA model lacks any human rights components, it
has significant potential for integration into HRIA or vice
versa. The European Union Commission on Trade regu-
larly conducts ‘trade sustainability impact assessments’
(TSIA) to assess the potential economic, social, and envi-
ronmental impacts of trade agreements including in rela-
tion to intellectual property and medicines (European
Commission 2009, p. 11). Yet HRIA of trade agreements
at government behest have been relatively uncom-
mon. Only one HRIA of intellectual property provisions
has been conducted at LMIC government behest, when
in 2006, the Thai National Human Rights Commission
(TNHRC) considered the human rights implications of
an FTA being negotiated with the United States upon
agriculture, the environment, intellectual property, and
services and investment (Forman 2012). However, the
report offers little guidance for other HRIA of intellectual
property provisions, since it primarily uses a non-human
rights-specific methodology based on Rovira’s IPRIA and
existing secondary data to conclude that the proposed
trade agreement would raise drug costs beyond people’s
purchasing power and the government’s annual health
budget (Thai National Human Rights Commission 2006,
p. 22, 56).

The most detailed HRIA methodology of TRIPS to
date was developed by Simon Walker who proposed
an ex ante methodology using the common step-by-
step methodology, including preparation, screening,
scoping, analysis, conclusions, and recommendations,
and evaluation and monitoring (Walker 2011, p. 191-2).
The screening stage identifies hypothetical positive and
negative impacts of the prospective trade agreement on
human rights, establishing a baseline of the current state
of human rights enjoyment within a country, looking at

ratification of human rights treaties, national laws and
policies, drug spending, and the position of vulnerable
groups. At the scoping stage, actors identify qualitative
and quantitative indicators and the most appropriate
data collection techniques, including economic model-
ling, surveys, legal analysis, causal chain analysis, partic-
ipatory case studies, and expert opinion (Walker 2011,
p. 198-99). At the analysis stage, actors collect and ana-
lyze data to confirm or reject potential impacts identified
during the scoping stage, using the baseline scenario of
current human rights enjoyment and measuring impact
against the indicators chosen during the scoping stage.
This stage also identifies the stakeholders most likely to
be affected by changes in trade policies (Walker 2011,
p. 192). At the conclusion and recommendation stage,
actors make an overall assessment of impact and factors
that may positively or negatively impact human rights
in the future, and make recommendations to ensure
that negative impacts are avoided and positive impacts
enhanced. The final stage of evaluation and monitoring
assures that the assessment itself undergoes its own
assessment to consider if it has met its objectives and
been acceptable to stakeholders as well as to identify
lessons learned (Walker 2011, p. 192).

In addition, Walker proposes four basic elements of a
HRIA. First, human rights should be the explicit subject of
a HRIA, which should cite international human rights law
instruments and norms, identify rights-holders affected
by the policy as well as state and non-state duty-bearers,
identify human rights indicators to measure impact, and
articulate its conclusions in terms of impact on human
rights (Walker 2009, p. 30-32). Second, the process of the
impact assessment should respect human rights, includ-
ing using participatory assessment methods that ensure
rights-holders are active participants in the assessment
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Table 5. List of potential indicators.

Extent of ratification of international and regional human rights treaties that protect right to health

Recognition of access to essential medicines or technologies, as part of the fulfillment of the right to health, in the constitution or national legislation
Accessible accountability mechanisms in relation to the right to health and medicines
Proportion of right to health complaints heard by courts, human rights commission, ombudsman

Existence of national policy to assure universal access to essential medicines

Existence of a national essential drug list and extent of coverage

Inclusion in national policy of TRIPS flexibilities (including those confirmed in the Doha Declaration and WHO Intergovernmental Working Group on
Public Health, Innovation and Intellectual Property), such as transition periods, parallel imports, experimental use, research exception, compulsory

licensing and exclusions

Effort in state policy to reduce trade and distribution markups, promote generic substitution policies and encourage pharmaceutical companies to apply

differential pricing practices

Proportion of the populations covered by public or private health insurance

Public per capita expenditure on medicines

Sufficient resources available for health generally

Trends in pharmaceutical consumption

Proportion of household income spent on medicines

Generic and branded pharmaceutical prices for key essential medicines

Average availability of selected essential medicines in public-health facilities
Average availability of selected essential medicines in private-health facilities

Days wages needed by the lowest paid unskilled government worker to buy treatment for common acute and chronic conditions (WHO/HAI)
Percentage of the population living below the international poverty line of $1 per day

rather than passive objects of study (Walker 2009,
p. 35-6). Third, impact assessment should contribute to
developing the capacities of states and other actors to
fulfil their duties to protect and promote human rights,
as well as of individuals and groups to claim their human
rights (Walker 2009; 10). Fourth, impact assessment
should involve human rights mechanisms and actors,
including UN and regional treaty bodies, national human
rights institutions, human rights NGOs and academics
(Walker 2009, p. 10, 37).

A similarly important development came in 2011
when Olivier De Schutter, then United Nations Special
Rapporteur on the right to food, submitted to the UN
General Assembly Guiding Principles on Human Rights
Impact Assessments of Trade and Investment Agreements
for policy makers to carry out HRIA in the context of trade
and investment negotiations (2011). In the first guideline,
De Schutter recommends that all states ‘prepare human
rights impact assessment prior to the conclusion of trade
and investment agreements’ to ensure that they do not
enter into agreements that conflict with pre-existing
human rights obligations (United Nations 2011, p. 5). In
this respect, De Schutter points out, human rights impact
assessment is ‘a tool to ensure consistency and coher-
ence between obligations of States under international
law’ (United Nations 2011, p. 5). The second guidelines
provides that States must ensure that the concluding
trade or investment agreements do not impose obliga-
tions inconsistent with treaty duties to respect, protect
and fulfil human rights (United Nations 2011, p. 6-8).
Third, HRIA should be prepared before the conclusion
of agreements in time to influence negotiations and
followed, if necessary, by ex post evaluation. Fourth,
while HRIA methodologies will differ from context to
context, they should be guided by key human rights
principles such as executive independence, transparent,
and non-discriminatory methodology, inclusive partic-
ipation of affected communities, appropriate expertise

and funding to conduct the HRIA, and parliamentary
debate over HRIA recommendations (United Nations
2011, p. 9-11). Fifth, while there may be methodologi-
cal variations, HRIA should make explicit reference to the
normative content of human rights, incorporate human
rights indicators into the assessment, and ensure that
decisions on trade-offs are consultative, non-discrimina-
tory, and non-retrogressive (United Nations 2011, p. 11).
Six, trade-offs should be managed through processes
that are participatory, non-discriminatory, non-retro-
gressive and with gains or losses equitably distributed
(United Nations 2011, p. 12-13). Finally, the guidelines
set out six steps for HRIA in many respects similar to
those of Hunt and MacNaughton, namely, screening,
scoping, evidence gathering, analysis, conclusion and
recommendations, and identification of evaluation
mechanisms (United Nations 2011, p. 14).

While the methodologies proposed by Hunt and
MacNaughton, Walker and De Schutter provide overall
guidance for HRIA in their respective areas, over the past
decade, numerous other impact assessments have been
carried out at the intersection of their focus on the health
and human rights impacts of trade-related intellectual
property provisions on access to medicines. Table 2 lists
those impacts assessment that have aimed specifically
at predicting the consequences of intellectual property
provisions proposed for trade agreements on the cost
of medicines.

Lessons learned: towards a pragmatic
framework methodology

Drawing on the framework set out by Hunt and
MacNaughton (2006), the methodology outlined by
Walker (2009, 2011), and the guidelines authored by
United Nations (2011), we propose a pragmatic frame-
work for conducting HRIA of TRIPS. We do not propose a
fixed tool, but rather a flexible framework methodology
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that can be adapted to national context. The framework is
intended to operate ex ante to assess prospective trade or
intellectual property rights laws or agreements. It could
also be used in conjunction with other models, including
economic modelling (using the IPRIA described above
and in Table 2) and causal chain analysis; however, we
do not attempt to describe these other processes in any
detail within this article. The HRIA framework we propose
is primarily to be used by social actors as part of advo-
cacy campaigns but may be integrated into larger HRIAs
carried out by governments to inform policy formation.
It is also intended to be adaptable to varying resource
availability, permitting the use of secondary data and
comparative information from other countries where
resources do not permit the gathering of primary data
or commissioning of studies.

In addition to the specific recommendations made
below in relation to each stage of the HRIA, we draw
from extant literature and practice to propose what we
interpreted to be overarching and cross-cutting guiding
principles.

First, HRIA should be flexible, robust and user-friendly,
draw on an independent multi-disciplinary team, use a
transparent and non-discriminatory methodology, draw
on appropriate expertise and funding, and result in par-
liamentary debate over HRIA recommendations (Berne
Declaration 2010, p. 9-13; United Nations 2011, p. 9-11;
Forman & MacNaughton 2015).

Second, explicit human rights frameworks should be
integrated into HRIA, citing international human rights
law instruments and norms, identifying the rights-holders
affected by the policy and state and non-state duty-
bearers, identifying human rights indicators to measure
impact, and articulating conclusions in terms of impact
on human rights (Hunt & MacNaughton 2006, p. 33-34;
Walker 2009, p. 30-32; United Nations 2011, p. 11).

Third, broad participationin the HRIA isimportant as a
key human rights principle, as a critical method of gath-
ering evidence of impacts, as a means to assure transpar-
ency and accountability, and as a measure to enhance
ownership of the decision that is adopted.

Fourth, HRIAs should be used with other human rights
strategies such as mobilization, campaigning, advo-
cacy, research, and policy analysis, and should involve
domestic human rights mechanisms and actors such as
national human rights institutions, NGOs and academics,
and international mechanisms such as UN and regional
treaty bodies (Walker 2009, p. 10, 37; Berne Declaration
2010, p. 15).

Finally, if conducting HRIA is a human rights duty,
then HRIA should be institutionalized within domestic
laws and within the international system (Forman &
MacNaughton 2015). At the domestic level this might
include legislation, regulation, or policy guidelines
regarding impact assessments (Lee et al. 2013, p. 11).
At the international level, international human rights

IMPACT ASSESSMENT AND PROJECT APPRAISAL 1

treaty bodies should require states to report on HRIA
conducted of intellectual property provisions within
their regular reports (Forman & MacNaughton 2015).

Our HRIA uses the step-wise methodology com-
mon to HRIA that proceeds as follows: (1) screening
(a preliminary check on potential impact), (2) scoping
(development of an assessment plan including team
selection, development of the methodology, selection
of an explicit human rights framework based upon
applicable human rights obligations and identification
of data sources and indicators), (3) evidence collection,
(4) rights analysis requiring a comparison of the evidence
gathered to the human rights obligations, (5) finalization
of the report and methods of implementation, and (6)
evaluation and monitoring. These steps are elaborated
below as are specific factors to consider at each stage.
In addition, sample worksheets for some of these stages
are provided in table format.

Step 1: screening: preliminary checklist
(preparation/screening)

The preliminary check considers whether prospective
trade-related intellectual property provisions may poten-
tially negatively impact on the right to access afforda-
ble medicines. This assessment is conducted using the
analytical framework of the right to health, including
the entitlements of rights holders and obligations of
duty-bearers. The preliminary check proceeds as fol-
lows: First, applicable human rights laws are scanned,
including international and regional treaties ratified by
the state in question, national laws and national case
law to provide a framework of applicable and binding
entitlements and duties related to medicines. This scan
explicitly adopts a right to health approach focused on
minimum core obligations to assure accessible, availa-
ble, acceptable, quality essential medicines, as well as on
state obligations to respect, protect, and fulfill the right
to health. Second, existing intellectual property rights
are identified, looking at international agreements such
as TRIPS, other multilateral or bilateral agreements, and
national laws and policies. Third, prospective changes
within an anticipated intellectual property law are iden-
tified, focusing in particular on those provisions most
likely to affect the affordability and availability of medi-
cines. Fourth, the proposed intellectual property rights
are provisionally assessed according to the analytical
framework of the right to health, asking how these rights
may impact the state’s ability to realize its right to health
duties, with relevant duties specified at the outset, sup-
plemented with additional specified duties drawn from
national law and cases. These prospective comparisons
are intended to identify potential breaches of the right
to access affordable medicines that would result from
adopting the proposed changes to intellectual property
law, and illustrate whether a full assessment should be
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Table 6. Sample worksheet comparing duties against data.

Government obligation

Data

1.To realize minimum core duty to provide essential medicines

2.To prevent unreasonably high medicine prices

3.To prevent third parties from obstructing access to medicines

- Change in accessibility of essential medicines in public and private sector
« Change in intellectual property rights law/policy

« Change in medicines policy

« Intellectual property rights law/policy

« Medicines policy

« Trends in public & private sector prices

« Increases in drug consumption

- Affordability measured by 1 days wage/$1 per day

- Nature of interference (corporate, foreign government)

« Relevant government law/policy

conducted. Tables 3 and 4 are sample worksheets to be
used to carry out this preliminary check or screening.

Additional factors to consider at Step 1

The preliminary check is a desktop analysis based on
comparing existing laws with the proposed changes to
the intellectual property laws and estimating the poten-
tial impacts of the cost and accessibility of medicines. In
the event that proposed intellectual property rights are
likely to impact on the right to health, there are addi-
tional considerations in determining whether to carry out
a full impact assessment. For example, this decision will
be affected by how much time assessors have to carry
out the HRIA, which will depend again on the timeline for
negotiations of the trade agreement. If the HRIA is car-
ried out too early in the negotiations, then the proposals
may change substantially before the HRIA is concluded.
On the other hand, if the HRIA is carried out too late in
the negotiations, it may not have any influence on the
decisions made. In addition to the availability of time
and timing considerations, another factor to consider in
deciding whether to carry out a full HRIA is the availabil-
ity of funding. A full HRIA may cost tens of thousands of
dollars and take three to five months to carry out. Further,
the full HRIA will require an interdisciplinary team with
expertise in human rights as well as several other fields.

In sum, at the end of the preliminary check, the deter-
mination of whether to carry out a full HRIA must take
into account the timeline of the trade agreement nego-
tiations, the funding and expertise available to carry it
out and the potential for the HRIA to influence the nego-
tiations or have other long-terms benefits. Importantly,
if time is of the essence and the particular State is sensi-
tive to human rights concerns, a preliminary check can
be used to draft a short report that may be sufficient
to prompt policy responses. It may be important to
issue a short report at this juncture in any event with
an announcement on the conclusions of the preliminary
check any recommendations of next steps.

Step 2: scoping (planning the assessment)

If a full assessment is both feasible and necessary, the
second step will build on work done in the first stage in

order to plan the assessment. The planning process will
include (1) identifying key actors to perform the assess-
ment, (2) identifying key stakeholders and determining
their respective roles in the assessment, (3) devising a
work plan, timetable and budget for carrying out the
assessment; (4) determining sources and methods of
data collection; and (5) choosing indicators.

(1) Key Actors: The team conducting the assessment
should be multidisciplinary, including people with
knowledge and/or expertise of human rights and the
right to health, TRIPS, public health, and economic
modelling. Team members should be drawn from aca-
demia, domestic social groups, and international human
rights bodies and should ensure independence from the
executive.

(2) Key stakeholders: Key stakeholders should include
populations and/or communities likely to be most
affected; policy-makers with direct responsibilities in
relation to medicines and intellectual property provi-
sions; social actors who will participate in the assess-
ment and international actors who may contribute to
the assessment. Importantly, participation of popula-
tions likely to be affected in the assessment should be
considered more than simply as a source of evidence.
Participation should be assured at all steps of the assess-
ment. At this planning step, representatives of the peo-
ple mostly likely to be impacted should be involved
to ensure that their views are considered in designing
the HRIA plan and budget, as important factors may be
overlooked by establishing an assessment plan without
including those most likely to impacted.

(3) Work plan, timetable and budget: In developing
the work plan, timetable and budget, actors should
assess the actors, activities, duration, and beginning
and end dates of each component of the HRIA, taking
into account available resources and personnel, and the
timelines for ensuring that HRIA results have maximum
impact on trade negotiations.

(4) Methods of data collection: Actors conducting the
exercise will need to choose methods in accordance with
resource availability and timeframes. In low-resource set-
tings, methods may include analysis of existing studies,
secondary sources, and economic modelling. Secondary
sources should include existing literature exploring
the impact of intellectual property rights on access to
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medicines, including journal articles, previous HRIA and
reports by national and international governmental,
non-governmental, and intergovernmental organiza-
tions. In medium- to high-resource settings, methods
may include commissioned studies, expert opinion,
public consultations with affected communities, and
causal chain analysis.

Public consultations are a crucial source of evidence
for the HRIA, providing individual testimony regarding
the health and human rights impacts of inaccessible
medicines. This kind of information is used extensively
and effectively in human rights campaigns, reports and
litigation to convey the human experience underlying
challenged laws/policies or actions, and the human
rights dimensions of the problem under scrutiny. Such
consultations may be useful sources of data and evi-
dence toillustrate both how stricter intellectual property
provisions could exacerbate existing gaps in access to
medicines, and to animate the health and human rights
impacts of the growing inaccessibility of medicines.

(5) Choice of indicators: Potential indicators should be
reflective of human rights, and should be both quali-
tative and quantitative. A representative list of human
rights and other relevant indicators drawn from schol-
arship and practice is provided in Table 5.

Additional factors to consider at Step 2

Considerations of cost and time may arise again with
respect to public consultation. To resolve these concerns,
a variety of possible means of consultation should be
considered. For example, in some contexts, public con-
sultation could be conducted online, via a single hear-
ing that is video broadcast, and in various locations with
NGOs assistance with planning and mobilizing for the
hearings. Public consultations may also be used as a
forum for education on the proposed reforms, as well
as on human rights and duties in relation to health. The
plan should include a reasonable budget to ensure that
the plan is feasible and supported. It is also important
to have key policy-makers involved in the HRIA at this
early stage.

Step 3: information collection

The information collection stage builds on the prepara-
tion and planning phase by: (1) focusing on the trade-re-
lated intellectual property provisions that may have the
greatest impact on the right to affordable medicines;
and (2) gathering information on the potential right to
health impacts of the proposed provisions. The infor-
mation gathering stage involves gathering information
regarding relevant law or policy, focusing specifically
on law and policy on intellectual property provi-
sions, health, and medicines. The HRIA team will also
gather health and human rights data from secondary
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sources, and hold consultations with experts and social
actors and affected communities. The aim is to gather
evidence that allows a valid estimation of how pro-
spective intellectual property provisions may impact
the right to access affordable medicines by affected
communities, including by increasing drug prices or
government expenditure, affecting policies to provide
universal access to medicines and decreasing consump-
tion of pharmaceuticals. It is essential at this stage to
explicitly cite international and national human rights
standards, and the impact of prospective intellectual
property provisions on both individual entitlements
and government duties. In carrying out assessments
of the impact of proposed intellectual property laws on
access to medicines, team members should analyze the
impact of such provisions on drug accessibility, availa-
bility (including of generics), acceptability, and quality.
Similarly, impact should be assessed on state health
budgets, public health care systems, and the domestic
pharmaceutical industry. Team members should disag-
gregate the impact on both essential and non-essential
medicines.

Additional factors to consider at Step 3

The process of information collecting must respect
human rights, provide information to all stakeholders,
ensure that marginalized groups are consulted or at
minimum considered and that differential impacts are
assessed. Information on health impacts should extend
beyond potential increases in drug costs to consider
impacts on people’s lives and human rights. For example,
people should be asked whether increased drug costs
results in medicine sharing or discontinuations. Data
should also be collected in relation to identified enti-
tlements and state obligations, using a data collection
format that facilitates this result (including for example
worksheets based on the tables in step one). Data collec-
tion could combine quantitative and qualitative analysis
using economic modelling, causal chain analysis, expert
opinions, and civil society involvement.

Step 4: rights analysis

Once collected, the assessment moves to rights analy-
sis where data is compared against legal entitlements
and obligations, so as to consider how right to health
features will be affected and the extent to which State
obligations will be implicated. In view of those potential
consequences, the assessment then considers the kinds
of measures that are necessary to prevent or mitigate
these impacts. Moreover, the assessment should also
encompass options that would improve access to med-
icines and other features of the right to health, not only
those that prevent negative consequences. At this step
spreadsheets that graphically lay out the information



Downloaded by [University of Toronto Libraries] at 10:43 30 March 2016

14 L. FORMAN AND G. MACNAUGHTON

gathered as against right to health entitlements and
duties are useful (Table 6).

Additional factors to consider at Step 4

At this stage, many impact assessments narrowly focus
on increases in medicine prices but are fairly thin in
terms of human rights, mentioning them at the begin-
ning of the study or report and then again at the end
without actually using the human rights framework as
a basis for planning, data collection or assessment of
impacts. As in Step 3, itisimportant to analyze the data
beyond the impact on cost of medicines to show how
the proposed changes will impact on people’s right to
health entitlement to access affordable medicines as
well as their health outcomes and other human rights.
As the price of medicines increases, people may need
to make choices in terms of what to cut from house-
hold budgets and therefore a variety of other rights
may also be impacted. The inclusion of personal stories
from public consultations may be useful at this stage
to illustrate potential impact and to support related
advocacy efforts.

Step 5: report, conclusions, and
recommendations

The fifth step is to finalize the report, based on the anal-
ysis of impacts on the realization of State duties, health
needs, and human experience. This report makes pro-
posals for policy reform, implementation, monitoring,
and evaluation.

Governments should consider a range of poten-
tial responses, including terminating negotiations or
amending the proposed agreement, alternative for-
mulations of TRIPS flexibilities, inserting safeguards,
assuring compensation from third parties, third party
compensation or adopting mitigation measures (United
Nations 2011, p. 8). In choosing amongst these options,
governments should assure that trade-offs between
intellectual property protections and human rights
impose the least restrictive impacts on human rights,
(United Nations 1985; Wu 2010), and are consultative,
non-discriminatory, and non-retrogressive (United
Nations 2011, p. 11).

Recommendations should also include the means
of assuring parliamentary debate on the report. All of
the recommendations - the proposed policy reforms,
recommendations, implementation and monitoring
plan — must be justified in the report on the basis that
they are the most appropriate measures for the gov-
ernment to take to move as expeditiously as possible
toward the full realization of the right to health. To
empower the stakeholders to hold the government
accountable, the report must be widely disseminated
and discussed.

Additional factors to consider at Step 5

The report should explain the proposal, the assessment
process, the human rights framework, and the conclu-
sions and recommendation based on the human rights
rationale. Up front, the purpose of the assessment should
be stated: to ensure that the government does not adopt
policies in conflict with its prior international human
rights legal obligations. It is important to make the report
accessible to as many people as possible through wide
distribution and by ensuring that the results are trans-
lated into accessible language.

Step 6: evaluation and monitoring

In order to assure monitoring and evaluation, bench-
marks, and indicators should be identified to assist in
measuring progress over the longer term towards the
recommendations made in the final report, and to deter-
mine whether modifications to these recommendations
are necessary. So too should actors be identified who are
responsible for monitoring and evaluating compliance.
This step could make the impact assessment an impor-
tant component of measuring state compliance with the
right to medicines more generally.

Additional factors to consider at Step 6

The impact assessment itself should be evaluated at this
stage. The HRIA team should consider participatory pro-
cesses at the monitoring and evaluation stage again, and
request that the government establish mechanisms to
enable people to bring complaints with regard to the
policy implementation. Monitoring measures should
include publication of a follow up reports.

Conclusion

The framework HRIA methodology proposed in this arti-
cle seeks to synthesize recommendations from scholar-
ship and practice and to apply human rights standards in
order to assure positive policy and health outcomes. Our
proposed HRIA is intended to provide social and politi-
cal actors with a feasible framework that can be altered
in practice for workability and to more suitably address
local contexts. Our hope is that in conducting HRIA social
actors and policy makers will be able to gather evidence
about the impact of trade-related intellectual property
provisions on drug prices and accessibility in order to
substantiate changes to law, policy and programs to pre-
vent or mitigate negative impacts (Forman 2012). Doing
so may hold a host of corollary benefits, including main-
streaming right to health concerns into trade policies,
empowering affected communities to voice concerns
and thereby influence policy formulation, and enabling
the building of networks and coalitions between social
actors, policy makers and international actors that will
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collectively work to assure that affordable medicines
are more broadly accessible within countries (Forman
2012). Yet, these methodologies will remain little more
than academic conjecture unless implemented within
countries and advanced further in practice. We hope that
the methodology advanced in this article will support
the efforts of policy-makers and social actors globally
to assure that health and human rights are protected
in the advancement of trade interests, and that it will
provide the basis for robust and practical assessments
of the human rights impacts of trade-related intellectual
property provisions.
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