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Abstract

The implementation of the World Trade Organization (WTO) Trade Related Intellectual
Property Rights (TRIPs) Agreement at the national level via pharmaceutical trade policies
may adversely affect access to medicines especially in developing countries. Access to
medicines is protected under many international and national instruments on the right to
health including the International Covenant on Economic, Social and Cultural Rights, the
African Charter on Human and Peoples’ Rights (African Charter) as well as the Constitution
of Kenya, 2010. The right to health norms on access to medicines require the full and
effective use of all TRIPs Agreement flexibilities by developing countries as confirmed by the
Doha Declaration on the TRIPs Agreement and Public Health (Doha Declaration), 2001. In
this regard, access to medicines is affected by failure to provide for all the TRIPs Agreement
flexibilities in pharmaceutical trade policies as well as the incorporation of TRIPs plus
standards in trade policies including bilateral and multilateral free trade agreements (FTAs).
In order to identify and mitigate on the potential adverse impacts of pharmaceutical trade
policies on access to medicines, the mechanism of human rights impact assessment (HRIA)
is needed. The HRIA can resolve beforehand the adverse impacts of pharmaceutical trade
policies on access to medicines. However, the implementation of the HRIA or specifically the
right to health impact assessment (RHIA) mechanism by developing countries including
Kenya is rare. This study therefore explores, using mixed methodologies including desktop
literature review and expert interviews with selected trade policy makers in Kenya, how
HRIA may be utilised by the government in order to resolve the potential adverse impacts of

pharmaceutical trade policies on access to medicines.

viii
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CHAPTER ONE: INTRODUCTION TO THE THESIS

1.1 Introduction

Access to medicines is a fundamental element of the right to health protected under Article
25 of the Universal Declaration of Human Rights (UDHR),! Article 12 of the International
Covenant on Economic, Social and Cultural Rights (ICESCR),? Article 16 of the African Charter
on Human and Peoples’ Rights,?® and Article 43(1)(a) of the Kenyan Constitution, 20104
Arguably, access to medicines is also necessary in the context of achieving universal health

coverage (UHC) under the Sustainable Development Goal (SDG) 3>.

In relation to pharmaceutical trade policies, access to medicines is mainly about the adverse
impacts of the World Trade Organization (WTO) Trade-Related Aspects of Intellectual
Property Rights (TRIPs) Agreement in developing countries particularly in relation to the
high prices of medicines beyond the reach of the majority poor. How to resolve the adverse
impacts of pharmaceutical trade policies on access to medicines at the national level is
therefore critical for developing countries including Kenya. In this context, the mechanism
of human rights impact assessment (HRIA) has emerged as an ideal tool for this purpose.¢

The HRIA is ideal because it can ensure that the implementation of international trade rules

1 United Nations General Assembly, Universal Declaration of Human Rights, 10 December 1948, 217 A (11I),
http://www.refworld.org/docid/3ae6b3712c.html (accessed 7 March 2016).

Z United Nations General Assembly, International Covenant on Economic, Social and Cultural Rights, 16
December 1966, United Nations, Treaty Series, vol. 993,
3, http://www.refworld.org/docid/3ae6b36c0.html (accessed 3 March 2016). Adopted and opened for
signature, ratification and accession by General Assembly resolution 2200A (XXI) of 16 December 1966. Entry
into force 3 January 1976, in accordance with article 27.

3 Organization of African Unity (OAU), African Charter on Human and Peoples' Rights ("Banjul Charter"), 27 June
1981, CAB/LEG/67/3 rev. 5, 21 L.L.M. 58 (1982), http://www.refworld.org/docid/3ae6b3630.html (accessed
3 March 2016).

4 The Constitution of Kenya [Kenya], 27 August 2010.

5 United Nations Sustainable Development Goals (SDGs), 2030. Goal 3 is about god health and well-being. One
of the targets is to ‘[aJchieve universal health coverage, including financial risk protection, access to quality
essential health-care services and access to safe, effective, quality and affordable essential medicines and
vaccines for all” http://www.undp.org/content/undp/en/home/sustainable-development-goals/goal-3-
good-health-and-well-being/targets.html (accessed 18 July 2017).

6 R Mungoven ‘Walking the talk: Exploring methodologies and applications for HRIA by the United Nations’
(February 2016) 7.
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such as the TRIPs Agreement do not prioritize trade imperatives at the expense of the right

to health for all.”

The HRIA can be employed by developing countries to identify and mitigate beforehand the
manner in which international trade rules impact on human rights.8 Consequently, the then
Special Rapporteur on the Right to Food, Olivier De Schutter, has argued that the need to
conduct HRIA especially in trade and investment treaties in order to avoid inconsistencies in
terms of treaty obligations should be a duty of the states in accordance with Articles 26 and
30(4)(b) of the Vienna Convention on the Law of Treaties (VLCT).?® However, despite the
strong legal language above, the implementation HRIA is still rare in developing countries
even though it is currently being promoted as a routine process worldwide.l0 HRIAs
conducted particularly by or on behalf of governments is especially rare if compared to the
usage of health impact assessment (HIA) or social impact assessment (SIA).11 The distinction
between RHIA and health or social impact assessment is on the use of human rights norms
for HRIA and the status quo’? for HIA and SIA in terms of the reference point. Illustratively,
apart from Thailand, no other HRIA has been conducted by or on behalf of the government
in developing countries.!3 The HRIA in Thailand was conducted in 2006 to identify and
mitigate on the human rights effects of the Thailand-United States (US) free trade agreement

(FTA) on agriculture, the environment, intellectual property and services, and investment.14

Developing countries have been repeatedly cautioned against negotiating or implementing

trade-related intellectual property rights without first assessing their impacts on human

7 G MacNaughton ‘Human rights impact assessment: A method for healthy policymaking’ (2015) Health and
Human Rights Journal 64.

8] Harrison & A Goller ‘Trade and human rights: What does “impact assessment” have to offer’ (2008) 8 Human
Rights Law Review 592.

9 Report of the Special Rapporteur on the right to food, Olivier De Shutter, ‘Guiding principles on HRIA of trade
and investment agreements’ 19 December 2011 [UN Doc. A/HRC/19/59/Add.5], para. 1.1.

10 MacNaughton n 7 above, 64.

11 1, Forman & G MacNaughton ‘Moving theory into practice: Human rights impact assessment of intellectual
property rights in trade agreements’ (2015) 7 Journal of Human Rights Practice 122.

12 According to the Black’s Law dictionary, status quo means: ‘Latin phrase that means without change and in
the same situation as it was.” https://thelawdictionary.org/in-status-quo/ (accessed 18 July 2018)

13 Forman and MacNaughton n 11 above, 117-118.

14 As above.
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rights.1s This is particularly crucial because of the increasing popularity of intellectual
property protection provisions in many bilateral and multilateral trade agreements over the
past decade, which means that the pressure on the government to accept more stringent
standards of intellectual property protection is higher than before and to their detriment
including in terms of access to medicines.1® The HRIA is therefore an important methodology

especially in developing countries in this context.1”

In Kenya, HRIA has only been conducted by non-governmental organizations (NGOs) in
relation to the Convention for the Protection of New Varieties of Plants (UPOV), 1991 with
Kenya being one of the cases studies.!® However, HRIA by either the government or NGO
initiative in relation to international intellectual property rules and access to medicines is

still absent. This study is therefore important in order to change the current reality.

1.2 Background

This background is divided into four main sections, namely: WTO and the marginalization of
the poor; TRIPs and access to medicines; access to medicines in developing countries; as well
as pharmaceutical trade policies and access to medicines in Kenya. These four sections have

been discussed separately below.
1.2.1 World Trade Organization and the marginalization of the poor

The marginalization of the poor is an inherent problem within the trading system today. The

acceptance of obligations by the state within the WTO system in particular has been

15 As above, 117-118.

16 [, Forman & G MacNaughton ‘Lessons learned: a framework methodology for human rights impact
assessment of intellectual property protection in trade agreements’ (2016) Impact assessment and Project
Appraisal 1, http://www.dlsph.utoronto.ca/wp-content/uploads/2012/02/Forman-MacNaughton-IAPA-
final-.pdf (accessed 30 July 2017).

17 As above, 111.

18 New Report: Owning seed, accessing food: A human rights impact assessment of UPOV 1991 based on case
studies in Kenya, Peru and the Philippines’ APBREBES [Monday, 13 October 2014],
http://www.apbrebes.org/news/new-report-%E2%80%9Cowning-seed-accessing-food-human-rights-
impact-assessment-upov-1991-based-case, (accessed 18 July 2018).
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promoted on the basis of special interests and the provision of adjustment assistance.1® The
assumption with this approach is that the state will possess autonomy from dominant
groups and is therefore a neutral actor.2¢ The reality, however, is different because if you
exaggerate or misjudge the extent of autonomy of a state it means that they may not be able
to respond to the concerns of the poor and marginal groups adversely affected by the trade

liberalization agenda.2!

Therefore, trade-led growth rates do not automatically translate into the welfare of the poor,
which requires the putting into place of appropriate laws and institutions.22 Since state
policy-making is dominated by rich elites it therefore follows that it may be difficult to put
in place laws and institutions responsive to the needs of the poor people.z3 Such laws and
institutions could be in any area of trade including access to medicines. The problem of
access to medicines may therefore be described as a problem of poverty and marginalization

of the poor in the trading system.

1.2.2 TRIPs Agreement and the problem of access to medicines

The WTO as currently established is generally insulated from political debates and this partly
explains why it is outside the UN system.24+ The WTO pursues a non-political and strictly
technical path in its work because of its contractual nature.zs Therefore, arguably, the WTO
as an institution is ab initio not properly constituted to deal with the problem of access to

medicines in developing countries.

The space for dealing with political problems such as access to medicines especially in

developing countries is also currently limited because of the structural barriers in existence

19 BS Chimni ‘Developing countries and the GATT/WTO system: Some reflections on the idea of Free Trade and
Doha Round trade negotiations’ in C Thomas & JP Tratchtman (eds) Developing countries in the WTO legal
system (2009) 29-30.

20 As above.

21 As above, 30.

22 As above.

23 As above.

24 W Benedek ‘The World Trade Organization and human rights’ in W Benedek, K de Feyter& F Marrella (eds)
Economic globalization and human rights (2007) 139.

25 As above.
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within the WTO. The civil society, through its criticisms, have therefore effectively assumed
the role of articulating access to medicines and other human rights issues within the WTO in
the past decades.2¢ Some of the criticism against the WTO include that it has failed to ensure
that its rules and agreements are sensitive to human rights norms.2” Through the work of the
civil society it is arguable that an inextricable link between human rights and international

trade currently exists.28

Perhaps the main reason why the link between human rights and international trade should
be acknowledged is because of the structural effects of WTO rules in developing countries as
well as the wide disparities of power and capabilities among WTO members.2° The TRIPs
Agreement in particular is highly interventionist, which means that it not only interferes
with the sovereignty of a country in terms of deciding on its own patenting regime but also
limits the capacity of a country to pursue other important competing public policies such as
human rights.30 The TRIPs Agreement is thus problematic for especially trade policy makers
because developing countries joining the WTO have no choice but to cede control of their
policy space in favour of implementing trade rules.3! The scenario that emerges is that the
process of deregulation at the national level is currently being complemented by the process
of regulation at the international level.32 Accordingly, international trade rules can very well
undermine the capacity of states to comply with their human rights obligations without
protecting the policy space necessary to act at the national level in relation to the adaptation

of international trade agreements.33

26 As above, 141.

27 As above 151.

28 As above, 151.

29 As above.

30 S Fredman Human rights transformed: Positive rights and positive duties (2008) 49.

31 C Dommen ‘Human rights and trade - Two practical suggestions for promoting coordination and coherence:
Commentary on Victor Mosoti’ in TS Cottier, ] Pauwelyn, & E Burgi (eds) Human rights and international trade
(2005) 200.

32 T Mentan The State in Africa: An analysis of the impact of historical trajectories of global capitalist expansion
and domination in the Continent (2010) 37.

33 D Ovett ‘Making trade policies more accountable and human rights-consistent: A NGO perspective of using
human rights instruments in the case of access to medicines’ in W Benedek, K de Feter& F Marrella (eds)
Economic globalization and human rights (2007) 170.
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What is more, WTO rules and the TRIPs Agreement cannot be called ‘agreements’ properly
so-called because of the following reasons. First, a country desirous of becoming a member
of the WTO must accept all the treaties including the TRIPs Agreement without exception in
what Peerenboom observes is the ‘price’ developing countries must suffer to join the WTO
system.34* Many countries therefore have no option but to join the TRIPs Agreement and the
sole motivation for many of these countries is the promise of accessing markets in developed
worlds.3s The problem with the market access argument however is that the Generalized
System of Preferences operated by the US and European Union (EU) has many conditions,
which in turn makes its benefits unstable and a waste of assets and therefore they cannot
guarantee that poor countries would eventually access the developed countries’ markets.36

This scenario at best may be termed as undue influence as opposed to freedom of contract.

The other reason why the TRIPs Agreement is believed to be imposed is that developed
countries have traditionally assumed the role of ensuring that developing countries
implement their obligations under the TRIPs agreement without fail by employing various
strategies including use of trade sanctions.3” The US in particular has within its Trade Act of
1974 a section 301, which is the ‘statutory authority under which the [US] may impose trade
sanctions on foreign countries that either violate trade agreements or engages in other unfair
trade practices.’s8 Using this law, countries that violate the TRIPs Agreement are liable for
trade sanctions and this has in turn achieved a greater implementation of the TRIPs

Agreement by developing countries than perhaps would have been possible.

Lastly, the WTO is so far the only international body that has an enforcement system in terms

of its dispute settlement body, which requires all WTO members to frequently adapt their

34 R Peerenboom China modernizes: threats to the west or model for the rest? (2007) 14.

35 AS Taubman ‘TRIPs goes east: China’s interests and international trade in intellectual property’ in DZ Cass,
BG Williams & G Barker (eds) China and the WTO Trading System: Entering the new millennium (2003) 345.

36 C Thomas and JP Trachtman ‘Editor’s introduction’ in C Thomas & JP Tratchtman (eds) Developing countries
in the WTO legal system (2009) 7 Oxford University Press.

37 FM Abbott ‘The TRIPs-legality of measures taken to address public health crises: Responding to USTR-State-
industry positions that undermine the WTO’ in Abott FM, Breining-Kaufmann C, & Cottier T (eds) International
trade and human rights: Foundations and conceptual issues (2006) 342. Abbott notes that perhaps the WTO is a
multilateral institution that is only responsive to the hard bargain. Those with power will achieve their aims;
those without power will suffer.

38 ’Section 301" International Trade Administration, https://www.trade.gov/mas/ian/tradedisputes-
enforcement/tg_ian_002100.asp (accessed 7 June 2017).
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domestic laws in order to comply with its decisions.3? To this extent, the WTO decisions are
bound to be prioritized in terms of implementation as opposed to other decisions at the
international level including those emanating from human rights bodies, which

comparatively lack a robust enforcement mechanism as the WTO.

1.2.3 Access to medicines in developing countries

What then should be the role of human rights in the context of international trade, if at all?
In light of the foregoing, some commentators have suggested that the role of human rights
should be to provide a mechanism of external social justice.+ This has been made possible
especially during the post-Cold War period, which has seen human rights develop
significantly to cover both the taming of state power and advancing social justice ideals on a

global scale.#t

From a global social justice perspective, the adverse impact of the TRIPs Agreement on
public health and access to medicines in developing countries is particularly dire.4 Yamin
for instance notes that the untold suffering of people in developing countries due to lack of
access to medicines for HIV and AIDS, malaria and tuberculosis is a ‘horrific injustice’ and
should not be treated as a ‘tragedy’.#3 Consequently, Yamin further notes that it is therefore
crucial to implement TRIPs Agreement flexibilities if it would facilitate the right to health

and access to medicines in developing countries.*4

[llustratively, Grover, the former special rapporteur on the right to health, observes that the

issue of the impact of patents on manufacture and importation of generic medicines is crucial

39 D McRae ‘The place of the WTO in the international system’ in D Bethlehem, D McRae, R Neufeld, & I van
Damme (eds) The Oxford handbook of international trade law (2009) 74.

40 Harrison & Goller n 8 above, 591.

41K de Feyter ‘Introduction’ in W Benedek, K de Feyter & F Marrella (eds) Economic globalization and human
rights (2007) 3.

42 Abbott n 37 above, 342. The adverse impact of TRIPs Agreement in developing countries has been tackled
separately under chapter three section 3.4.

43 A Yamin ‘Not just a tragedy: Access to medicines as a right under international law’ (2006) Berkley University
International Law Journal 370.

44 As above.
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since patents allow the patentee to set higher prices.4> He also observes that due to generic
medicines notable gains have been achieved in developing countries in terms of lowering of
prices of HIV medications from as high as US$ 10,000 per patient per year to US$ 350 per
patient per year but the post-2005 TRIPs Agreement period poses unique challenges.46 In
this regard, generic competition is necessary to achieve better medicines’ prices including

the patented ones.

As a response to the threat posed by the TRIPs Agreement on affordability of medicines,
developing countries have succeeded in achieving the following results within the WTO
system: the Doha Declaration on the TRIPs Agreement and Public Health, 2001; the Decision
of 30 August 2003; and TRIP[s] Agreement Amendment of December 2005.47 From the
above, the problem of unaffordability of medicines in developing countries is therefore not
a trivial one and developing countries have been actively engaged at the WTO level to push
for appropriate reforms.#8 It is crucial to note that the challenge of access to medicines in
developing countries is also currently included as part of the UN Sustainable Development

Goals (SDGs) specifically under Target 3b further illustrating its critical nature.

However, the increasing use of bilateral and multilateral FTAs outside the WTO like the EU
Economic Partnership Agreements (EPAs) and anti-counterfeiting legislation is representing
a new challenge, which is threatening to reverse the gains that have already been registered
atthe WTO level.# These FTAs often include measures beyond what is required by the TRIPs
Agreement or TRIPs plus rules (this term means increased levels of protection and
enforcement beyond what is provided for under the TRIPs Agreement).50 As Forman rightly
observes higher standards beyond what is provided for under the TRIPs Agreement or TRIPs

plus standards only serves to further exacerbate the problem of access to medicines in

45 ‘Report of the Special Rapporteur on the right to the highest attainable standard of physical and mental
health’ A Grover, 31 March 2009, [A/HRC/11/12], para 17-18.

46 As above, para 20-21.

47 H Hestermeyer Human rights and the WTO: The case of patents and access to medicines (2007) 255.

48 For a detailed discussion on TRIPs reforms please see the section on WTO, TRIPs Agreement reforms and
access to medicines under Chapter three specifically section 3.4.5.

49 In particular, the EU has been pushing for the ratification of EPA in EAC and so far only Kenya and Rwanda
have ratified the EPA with the other countries yet to do so.

50 . Forman ‘From TRIPS-plus to rights-plus? Exploring right to health impact assessment of trade-related
intellectual property rights through the Thai experience’ (2012) 7 AJWH 349.
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developing countries.5! Therefore, the present political climate requires that standards
beyond the TRIPs Agreement should be stalled in order to safeguard access to medicines.52
Despite the conflict in terms of the duties these agreements present to the government and
those that are required under human rights law the scenario is that many policy makers tend
to ignore their human rights obligations when negotiating and implementing trade-related
policy and practice and this must be dealt with.53 The trend towards greater intellectual
property rights protection and enforcement is often justified by the imperative to fight

counterfeiting and piracy.>*

1.2.4 Pharmaceutical trade policies and access to medicines in Kenya

There is a close link between intellectual property rules at the international level and
domestic pharmaceutical trade policies. The latter actually implements the former. In Kenya,
both the controversial Anti-Counterfeit Act, 2008 and the equally controversial EU EAC EPA
have been negotiated on the basis of prevailing international intellectual property rules. The
other TRIPs-compliant pharmaceutical trade policy in Kenya is the Industrial Property Act,
2001.55 The Anti-Counterfeit Act is particularly controversial in Kenya because in 2012 it
was declared by the Kenyan High Court to be in violation of the rights to health, dignity and
life in the case of PAO & 2 Others v AG & 2 Others.56 Similarly, EU EAC EPA is also controversial
since it represents a future threat because parties have yet to agree on specific terms in
relation to intellectual property and its negotiation has been suspended pending the

ratification of the final agreement.57 Once the document is ratified and operational, the

51 As above.

52 Hestermeyer n 47 above.

53 Forman n 50 above, 349.

54 B Mercurio ‘Beyond the text: The significance of the anti-counterfeiting trade agreement’ (2012) 15(2)
Journal of International Economic Law 363.

55 See chapter six, section 6.2 on the relevant laws and policies on intellectual property rights in Kenya.

56 PAO & 2 Others v AG & 2 Others [2012] eKLR.

57 European Union East African Community Economic Partnership Agreement (EU EAC EPA),
http://trade.ec.europa.eu/doclib/docs/2015/october/tradoc_153845.compressed.pdf (accessed 27 February
2018).
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negotiations on intellectual property rights will then have to be concluded within five

years.>8

What therefore can be done to ameliorate the current and future problems? As noted above,
access to medicines is currently part of the UN SDGs. In this context, the UN Secretary General
High Level Panel (HLP) on access to medicines in its report proposed the utilisation of public
health impact assessment at the national level in the context of implementation of
international trade rules.>® This proposal for impact assessment mirrors closely the proposal
for HRIA that was introduced in the introduction section. It is argued that countries with
enforceable international and constitutional right to health framework like Kenya may take
advantage of their legal framework in order to implement the HRIA and specifically the right
to health impact assessment (RHIA) in relation to the adverse impact of the TRIPs Agreement

on access to medicines.6°

1.3 Problem statement

Kenya is one of the countries that is currently grappling with the problem of access to
medicines and relevant policy makers including those in trade are unable to respond
appropriately because the policy space is constrained by obligations arising from the
necessity to implement international intellectual property trade rules including the TRIPs
Agreement and other FTAs. The trade policy makers are often keen to implement the
obligations emanating from international trade rules at the expense of the other obligations
of the state including under international human rights and access to medicines. In order to
avoid marginalizing other obligations of the state in favour of trade rules, trade policy
makers as a necessity should adopt appropriate tools that are able to balance the
implementation of international trade rules as well as human rights without sacrificing one
to the other. In this context, the utilization of the HRIA has been proposed as a routine

process in trade especially in relation to the implementation of the obligations of the

58 As above. See Article 3 on rendez-vous clause, which has listed among other things intellectual property
rights to be negotiated within five (5).

59 See the United Nations Secretary-General’s High Level Panel on Access to Medicines Report, 14 September
2016, http://www.unsgaccessmeds.org/final-report/ (accessed 27 February 2018).

60 The right to health norms in relation to the TRIPs Agreement has been discussed at length in chapter four.
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government in relation to international trade and investment rules locally. The problem
however is that many governments including Kenya, with the exception of Thailand, are yet
to embrace the HRIA.¢1 This is despite the fact that Kenya subscribes to an elaborate right to
health frameworks, which can be used as a comprehensive guide for trade policy makers in
terms of how to implement their obligations under international trade rules without
sacrificing their obligations under human rights and access to medicines. The current
apparent lack of implementation of the HRIA mechanism by the Kenyan government is the
problem addressed in this study and specifically the study focuses on how HRIA may assist
in resolving the adverse impacts of pharmaceutical trade policies on access to medicines in

Kenya.

1.4 Research questions

The main research question for this study is how the mechanism of HRIA could be
implemented in order to resolve the adverse impacts of pharmaceutical trade policies on

access to medicines in Kenya.
The specific research questions of the study are as follows:

1. How do international intellectual property rights including TRIPs Agreement affect
the realisation of access to medicines in developing countries?

2. What theory could best justify the implementation of HRIA in trade as a routine
process?

3. What are the right to health obligations of the government in relation to trade and
access to medicines that may be used in relation to HRIA?

4. Why are trade policy makers in Kenya not using HRIA in order to resolve the adverse

impacts of pharmaceutical trade policies on access to medicines in Kenya?

61 Forman & MacNaughton n 11 above, 122.
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1.5 Literature review

This literature review section provides a brief overview of the theories, methodologies as
well as case studies on the subject of HRIA in relation to trade and access to medicines in

order to identify the gap addressed in this study.

1.5.1 Theories of human rights impact assessment

The applicable theories in relation to HRIAs in relation to trade can be divided into two main
categories, namely: the traditional human rights theories: and the market or trade theories.
The human rights theories are: human rights as a source of substantive policy guidance in
trade; human rights as a source of political, moral and legal pressure; human rights and
fragmentation, coherence and constitutionalisation of international law; and human rights
as a trigger for social learning in trade.6? This review will only focus on human rights as a
trigger for social learning in trade due to its popularity. The market theories may include:

Rational theory for morality; and semiotics.

1.5.1.1 Human rights theories

In relation to human rights as a trigger for social learning in trade, Harrison notes that the
HRIA as a tool is currently more popular in other fields and is outwardly focused and as such
it is possible that human rights can affect policy debates in new areas including trade.s3 The
idea here is that the HRIA facilitates the process by which human rights-based arguments
can be introduced and supported in other sectors where it was previously not possible to do
so. This view is shared by Forman who further argues that ‘the tool’s methodology and
approach is best understood through theories of rights as drivers of social change,

particularly constructivist theories of socially-driven normative diffusion.’s* In Forman’s

62 ATF Lang ‘The role of the human rights movement in trade policy-making: Human rights as a trigger for
policy learning’ (2007) 5 NewZealand Journal of Public International Law 77. Much of these theories have been
discussed in detail under chapter two of this study.

63 | Harrison ‘Human rights measurement: reflections on the current practice and future potential of HRIA’
(2011) 3 Journal of Human Rights Practice 170.

64 [, Forman ‘From TRIPS-plus to rights-plus? Exploring right to health impact assessment of trade-related
intellectual property rights through the Thai experience’ (2012) 7 Asian Journal for WTO & International Health
Law 355.
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view, the way the tool works is through playing ‘a more subterranean normative role by
diffusing and internalizing new human rights norms around medicines, so that policy makers
are forced to consider their right to health duties when dealing with intellectual property
rights.’s5 Lang also argues and notes that unlike the other traditional human rights theories,
the social learning theory is transformative in relation to the trading system because of its
role of imposing a ‘new thinking’.66 In this manner, human rights rules and principles become
the basis of producing new policy ideas to fundamentally question the present assumptions

that has hindered progress in trade.s’

The social learning theory as briefly articulated above is persuasive in relation to HRIA but
it suffers from one major weakness, which is legitimacy from a trade policy maker’s point of

view. This constrain is addressed using market theories discussed below.

1.5.1.2 Market theories

The link between trade and human rights has suffered greatly because it often appears as if
the two disciplines are inconsistent with each other. The challenge at hand therefore is to try
and explain why the two bodies should not be viewed as being inconsistent with each other
but compatible. This is the challenge addressed by market theorists discussed in this section.
One theorist is Malloy who introduces a concept known as semiotic method, which he
contends can ‘help us to reflect on the social and cultural consequences of invoking and
validating economic assumptions in law and social institutions.’s8 In the semiotic method,
Malloy contends that the focus is made not only on ‘what might be efficient, but on what the
social significance might be of declaring an efficiency criterion to be of primary significance
in determining social policy.’®® The Semiotic method is significant in so far as it allows for the

challenging of the dominant efficiency criterion in trade and economics.

65 As above.

66 Lang n 62 above, 101. According to Lang ‘new thinking’ means ‘new ideas about the kind of trade policies
which are desirable and legitimate, and about the kind of governance structures through which political power
is constituted and exercised in the trading order.’

67 As above, 101.

68 RP Malloy Law and market economy (2000) 26.

69 As above.
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Perhaps the most relevant theory in this study is that propounded by Cole, who argues that
in general morality is incompatible with rational behavior but in exceptional circumstances,
which is market failure, morality may be compatible with rational behavior, which is the

modus operandi in trade.”
1.5.2 The methodology of human rights impact assessment

Limited scholarship exists in the area of methodology of HRIA and considering the practice
and experience of implementing HRIA.7t There are however a few critical scholars that will
be reviewed in this section. Harrison for instance notes that HRIA has developed in at least
six main areas including: development; health and human rights; children’s rights;
multinational companies; international trade; public authorities; and others including anti-
trafficking laws and policies and domestic violence.”2 It appears therefore that HRIA has
multiple uses and has been used in many contexts including international trade. The
immediate problem however is that some actors will abuse the term HRIA to refer to a
process that does not resemble any ideal-type instrument as known by human rights actors
and commentators.”3 It is therefore crucial to understand the methodology of HRIA in order
to distinguish it from other instruments employed by human rights or trade actors.
According to Harrison, the ideal-type instrument developed from the practice of HRIA all

over the world over a long period of time should have eight main elements as follows:74

70 As above.

71 Harrison n 63 above, 163.
72 As above, 168-170.

73 As above, 171.

74 As above, 172-179.

14

© University of Pretoria



UNIVERSITEIT VAN PRETORIA
UNIVERSITY OF PRETORIA
YUNIBESITHI YA PRETORIA

(o<

screening;’s scoping;76 evidence gathering;?’” consultations;?8 analysis;’® conclusions and
recommendations;8® publication;8! and monitoring and reviews2. Suffice to note the steps
under HRIA are actually similar to most of the other types of impact assessments and as such
the methodology of impact assessment is similar across board.s3 Harrison also notes that in
order to enhance future practice, there are a number of things that must be addressed
including:84 improving collective understanding of the process;8 better guidance and
support for those undertaking HRIAs;3 and monitoring performance.t” In the context of
access to medicines, the health impact assessment (HIA), international trade agreements
HRIA and right to health impact assessment (RHIA) are instructive. For a detailed discussion
about HRIAs in the context of health policy-making, the work of MacNaughton is key.ss

However, since this study is about international trade agreements, the focus of this study is

75 As above, 172-173. ‘Screening is the process of deciding whether a particular policy, practice, or project is
suitable for a full impact assessment, and screening out those where an HRIA is not considered appropriate or
necessary. It therefore performs a critical step in justifying a decision to undertake an assessment.’

76 As above, 173-174. ‘Scoping refers to the information that is gathered and questions that are asked once the
decision to undertake an HRIA has been made (although in some forms of HRIA considerable scoping may be
required before a screening decision is taken). Scoping essentially provides a road map for the rest of the
assessment (what is being assessed, and how it is to be assessed).’

77 As above, 174-175. ‘This is the collection of information to inform analysis of the policy in question. This is
at the heart of an impact assessment methodology. Without gathering evidence about the (potential) impacts
of a policy, the conclusions of the decision-maker are likely to reflect simply their own knowledge, experience
and prejudices.’

78 As above, 175-176. ‘There need to be procedures for ensuring that the voices of those who are or are likely
to be affected by the policy are heard and taken into account in the HRIA process. This requires effective
consultations.’

79 As above, 176-178. ‘...using human rigs obligations as the basis of impact assessment is not as obvious or as
simple as it seems. In some extreme cases, there are assessments in which no real attempt is made to use human
rights obligations as the basis for assessment at all...HRIAs must be fundamentally rooted in human rights
norms and standards if they are really to be considered HRIAs.’

80 As above, 178-179. ‘If the aim is to have an effect on actual policy and practice, then clearly this step is central
- without clear conclusions and recommendations, action in response to the HRIA is highly unlikely.’

81 As above, 179. ‘Publishing HRIA is a vital part of the impact assessment process. It ensures that the body
undertaking the assessment can be held to account by rights-holders and other interested actors.’

82 As above. ‘Some form of monitoring process sis vital in order to scrutinize whether recommendations in the
original HRIA are properly implemented.’

83 MacNaughton n 7 above, 66.

84 Harrison n 63 above, 180-183.

85 As above, 180-181. Some of the areas he identifies as in need of better understanding includes ‘evidence
gathering techniques that are appropriate to different forms of assessment, and the development of techniques
that are appropriate to different forms of assessment, and the development and application of context-specific
indicators that actually drive assessment processes.’

86 As above, 181-182. This involves using toolkits and other aides including principles.

87 As above, 12-183.

88 MacNaughton n 7 above. 69.
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mainly on HRIAs and specifically RHIA but not the HIA. The difference between HRIA and
RHIA is on the norms that have been used with the latter emphasizing only on the right to
health norms as is the case in this study. HIA has a different methodology which does not put
human rights at the core and therefore different from HRIA. This author has no technical
competence to articulate HIA in such a study since he is only conversant with human rights

methodologies including HRIA.

Accordingly, Harrison and Goller observe that HRIA of international trade agreements will
depend largely on how best the interlinkages between trade and human rights norms are
treated in the methodology.® In this regard, they go ahead to develop an appropriate
methodology to cover the gap noting that ‘there is minimum guidance in relation to the
appropriate methodologies from key institutional actor despite the numerous calls to

conduct HRIA on trade agreements.’9° Most importantly the two authors note that

an HRIA of a trade agreement requires developing a methodological framework for exploring
the impact of international legal obligations and how they are implemented at the national
level, rather than the impact of a particular actors or set of actors and the impact of their
actions on specified third parties as in the case of the activities of a multinational company or
NGO.%1

The above quote is important because the focus of HRIA is on the impact of international

trade rules at the national level.

The two authors note that the main value of HRIA is the fact that human rights are at the core

of its methodology.92

The authors also warn that HRIAs commissioned by governments can be retrogressive if it
is not appropriately conceived and implemented because it may be ‘utilised in future to short

circuit important decision-making by other actors.’s? Finally, the authors note that

HRIAs should also facilitate identification of situations where government are not in fact
constrained by international trade rules to act in a way that conflict with human rights norms.

89 Harrison & Goller n 8 above, 592.
90 As above, 592-593.

91 As above, 594.

92 As above, 605.

93 As above, 613.
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Governments may be making domestic policy choices and regulatory decisions in ignorance
of the real ambit of international trade rules or for entirely different reasons at the behest of
domestic lobbying groups.%*

Arguably, the development of FTAs and pharmaceutical trade policies that go beyond the
TRIPs Agreement is often motivated by lobbying from the private sector and other interest
groups as opposed to a clear obligation under international trade rules. In Kenya, the Kenya
Association of Manufacturers (KAM) was responsible for championing the TRIPs plus Anti-

Counterfeit Act legislation in Kenya and the East African region.?>

Apart from HRIA on international trade agreements, there are special types of HRIA based
on individual rights as opposed to the whole gamut of human rights norms and principles
such as RHIA. Forman and MacNaughton work on RHIA in the context of international trade
agreements is particularly important in this study.? The two authors note that in order to
respond to the challenge of access to medicines in relation to the TRIPs Agreement in
developing countries the HIA and RHIA have been utilised.®” Even so, the government has

not been active in utilising these tools.?s

The two authors also develop some guidance borrowing from various articles as follows.
They note that the methodology can be ‘flexible, robust and user-friendly and draw on a
multidisciplinary team that is independent from executive negotiating the agreement.’? The
requirement for independence from the government is particularly controversial because as
argued in this study HRIA should actually be conducted by states and not external
stakeholders. States should therefore view the tool as being useful as opposed to something
that can be manipulated and as such market theories of HRIA discussed above may play a

role. Also, there is a proposal to use six steps as follows:100

(a) screening or preliminary analysis of the extent of the HRIA necessary; (b) scoping
including team selection, development of the methodology, selection of an explicit human

94 As above, 615.

95 See http://kam.co.ke/policy-advocacy/counterfeit-goods-illicit-trade/ (accessed 27 June 2018).
9% L, Forman & G MacNaughton n 11 above, 109-138.

97 As above, 122.

98 As above.

99 As above, 129.

100 As above, 129-130.
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rights framework based upon applicable human rights obligations and identification of data
sources and indicators; (c) data collection; (d) analysis, requiring the evidence gathered to be
compared against the human rights obligations; (e) reporting the conclusion and
recommendations of the analysis at the basis for weighing the options, decision making and
holding decision makers accountable; and (f) monitoring and evaluating outcomes as they
are implemented.

It should however be noted that Harrison (discussed above) had eight steps in his
methodology that should constitute an ideal-type HRIA as opposed to the six proposed by
Forman and MacNaughton. However, the methodology proposed by Harrison is not
sufficiently different from what Forman and MacNaughton have set out since what appears
to be data collection and reporting the conclusions and recommendations for Forman and
MacNaughton have been split in the case of the methodology for Harrison. With regards to
the former, Harrison has instead evidence gathering and consultation as two separate steps.
Similarly, with regards to the latter, Harrison has conclusion and recommendations and
publication as two separate steps. Ultimately, therefore, the two methodologies are the
substantially the same. Further, HRIA should combine quantitative and qualitative analysis
using economic modelling, causal chain analysis, expert opinions and civil society
involvement.101 In this study, it is submitted that economic modelling and causal chain
analysis is a best practice and therefore its absence is not fatal to any methodology that may
be adopted. However, explicit human rights framework should be integrated into HRIA
without fail.102 Also, broad participation is important since it is required by human rights
principles and the imperatives of guaranteeing accountability.193 Further, HRIAs should not
be used in isolation but together with ‘existing human rights strategies like mobilization,
campaigning, advocacy and research and policy analysis, for achieving human rights friendly
trade and investment regimes.’104 [t is submitted that HRIA is not a replacement to other
strategies but it is just one of the many strategies available in the human rights and trade

context. Lastly, HRIA should be institutionalised within domestic laws and within the

101 As above, 130.
102 As above.
103 As above.
104 As above.
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international system to enhance its effectiveness in promoting and protecting human rights

in trade.10s

1.5.3 Case studies

In terms of case studies, only Thailand has conducted a HRIA on behalf of the government in
relation to assessing the human rights impact of international intellectual property rules.106
The Thailand experience is important because it has been a focus of various other studies
and has been referred to in order to promote the use of HRIA in other states.10” These studies
together with the one conducted by Walker have particularly been very influential.108 Other
related studies in impact assessment in sub-Saharan Africa include the Social and
Environmental Impact Assessment on Competitive Commercial Agriculture in Africa
focusing on cassava, cotton, maize, soybeans, rice, sugar, and cattle in Nigeria, Mozambique,
and Zambia.19 Lastly, some private companies have already integrated the idea of HRIA in
their business model and has conducted two HRIAs in Nigeria!l® and Senegal!!! respectively.
However, it appears that no RHIA has been conducted yet in relation to international trade
rules and access to medicines in sub-Saharan Africa as a whole. More importantly for this
study, no study on HRIA in general and specifically in terms of right to health and
international intellectual property rules has been conducted in Kenya either on behalf of the

government or by an independent institution or civil society yet. This is the gap covered in

105 As above, 131.

106 As above, 122.

107 G MacNaughton & L Forman ‘Human rights and health impact assessments of trade-related intellectual
property rights: A comparative study of experiences in Thailand and Peru’ (2015) 14 journal of Human Rights
1.

108 SM Walker The future of human rights impact assessment of trade agreements (1996).

109 Competitive Commercial Agriculture in Sub-Saharan Africa, ‘Mozambique, Nigeria and Zambia case studies
social and environmental impact assessment draft report, Universita degli Studi Roma Tre, Department of
Economics, August 2007, http://siteresources.worldbank.org/INTAFRICA/Resources/257994-
1215457178567 /CCAA_Soc_Env_Impacts_Main.pdf (accessed 16 February 2018).

110 ‘Human Rights Assessment in Nigeria’ Arla, Report November 2015,
https://www.arla.com/globalassets/arla-global /company---overview/responsibility/human-rights/arla-
human-rights-assessment-in-nigeria-november-2015_1.pdf (accessed 16 February 2017).

1 ‘Human Rights Assessment in Senegal’ Arla, Report November 2015,
https://www.arla.com/globalassets/arla-global/company---overview/responsibility /human-rights/arla-
human-rights-assessment-in-senegal-november-2015_1.pdf (accessed 16 February 2018).
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this study in relation to the adverse impacts of pharmaceutical trade policies on access to

medicines in Kenya.

1.6 Methodology

This section discusses data and data collection as well as the legal analysis employed in this

study.

1.6.1 Data and data collection

This thesis is an interdisciplinary mixed method research study.

Data from the following disciplines have been integrated in this study: human rights;

international trade law; intellectual property rights; and impact assessment methodology.

Both primary and secondary data have been used in this study. The primary data is sourced
mainly from legislation, resolutions, court decisions, and treaties. In addition, primary data
has also been sourced from semi-structured interviews with trade policy makers, experts,
and civil society organizations working in the area of access to medicines in relation to the
issue of the preparedness of trade policy makers in terms of their knowledge and attitudes
in relation to HRIA discussed under chapter seven. The secondary data used in this study

comes from various sources including journal articles, reports, books, and electronic sources.

In terms of data collection, the human rights websites consulted for information on general
comments, concluding observations, resolutions, and case laws on access to medicines
include: The Universal Human Rights Index, ESCR-Net, the OHCHR, World Health
Organisation (WHO), and the ACHPR. Many books and journal articles were obtained from
the physical and online libraries of both the University of Pretoria and United States

International University-Africa (USIU-Africa) in South Africa and Kenya respectively.

Furthermore, the study employed semi-structured expert interview targeting various actors
working in the trade policy development process in Kenya including government trade
officials. The questions used in the interviews were subjected to ethical clearance from the

University of Pretoria before being administered to the interviewees through a series of face-
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to-face interviews. The responses received from each interviewee were then transcribed and
filed. The file is available with the author. There was no compelling need to obtain
authorisation from the relevant review board in Kenya because the interviewees who

participated in this study were willing expert participants and were not vulnerable or at risk.

1.6.2 Legal analysis

A legal opinion is valued for the expertise and learning that the scholar brings to analysing
and answering a problem. However, this is not to suggest there is a lack of rigour in legal
analysis or the peer review conducted by legal journals, quite the contrary. A legal scholar is
expected to fully analyse all sides of an issue and provide an unbiased well-argued
justification as to why their findings are compatible with the current state of the law
highlighting both the strengths and weaknesses of this position. The issue of objectivity is
relevant in so far as bias can undermine the rigour of the analysis leading to inaccurate or

weak conclusions that would fail when challenged in a court of law.

Although legal scholars rarely provide a detailed methodology in their articles, their analysis
and interpretation will cite legal principles to establish the legal basis for their conclusion.112
In international human rights law, the focus of the legal element of this thesis, the analysis is
guided by legally grounded interpretative rules related to international law. The sources of
international law are generally accepted to include international treaties (binding legal
agreements between states), general principles of law and customary law (rules that evolve
over time, becoming commonly accepted through continuous practice).113 My focus is on an
international human rights treaty, the ICESCR,114 and addresses the obligations of states

parties to the ICESCR.

12 F Coomans, F Gunfeld, and M Kamminga (eds) Methods of human rights research (2009).

113 Statute of the International Court of Justice. 59 Stat. 1055, 33 U. N.T.S. 993; 1945.

Article 38(1) of the Statute of the International Court of Justice states that the primary sources of international
law are international treaties and conventions, customary practices of states accepted as law and general
principles of law common to most legal systems.

114]n August 2014 the ICESCR had 162 States Parties.
https://treaties.un.org/Pages/ViewDetails.aspx?src=TREATY&mtdsg_no=IV-3&chapter=4&lang=en
(accessed 30 October 2018).
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As pure legal analysis is not best suited for answering my research questions [ employed two
complementary social science methodologies, literature review and qualitative case studies,
to collect data on the different areas on which my overall thesis rests.115 Where appropriate
[ applied both research methodologies, employing human rights based lens for framing my
inquiries, a social science based approach to data collection (literature review and key
informant interviews) and returning to a human rights based lens for analysing my data
using a social constructivist paradigm as is increasingly common in human rights
research.116 [ selected a constructivist paradigm because it is congruent with an approach
that emphasises the subjective interrelationship between the researcher and the subject (or

study participant) and the co-construction of meaning.117

1.6.3 Case study of Kenya

In relation to the case study approach, the idea is that the discussions presented in the study
should be understood in context as opposed to abstraction. In this regard, the main focus is
on the trade policy maker in Kenya and how he or she may be persuaded to take interest in
implementing the HRIA as a routine process in trade in order to resolve the adverse impacts
of pharmaceutical trade policies on access to medicines in Kenya. Secondly, unlike least
developed countries (LDCs), Kenya is required to protect and enforce pharmaceutical
patents. Consequently, it is important to ensure that the trade policy makers are adequately
equipped to formulate appropriate policies in trade without losing focus on other obligations

of the government including in relation to access to medicines.

1.7 Limitations of the study

The key limitation in this study is that due to a lack of resources, financial and time, it was
not possible to conduct an actual HRIA in Kenya to be part of the thesis chapters. The

inclusion of an actual HRIA study conducted in Kenya would have undoubtedly been of

115 A Bryman Social Research Methods (2008) 3rd edition, Oxford, Oxford University Press.

116 F Coomans et al n 112 above. For a recent example see P Claeys ‘The Creation of Rights by the Food
Sovereignty Movement: The Challenge of Institutionalising Subversion’ (2012) 46 Sociology 5, 844-860.

117 Hayes R, Oppenheim R. ‘Constructivism: Reality is what you make it’ in Sexton T, Griffin B. (eds)
Constructivist thinking in counselling practice, research and training (1997) 19-41 New York: Teachers College
Press.
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significant value in terms of enriching the findings and conclusions reached in this study.
However, the failure to conduct an actual HRIA does not affect the validity of the findings and
conclusions of this study as the focus of the study was on trade policy makers as opposed to
the methodology of the HRIA mechanism. In terms of methodology, the use of a case study is
a good approach because it enables the analysis of this study to be conducted in a particular

context as opposed to in abstraction.
1.8 Assumptions of the study

The main assumption made in this study is that economic and political pressure often
applied by developed countries to force developing countries to implement international
trade rules will not stand on the way of the actual implementation of HRIA. In this regard,
trade policy makers may take primary responsibility in implementing HRIA without negative
repercussions even though Forman and MacNaughton appear to be suggesting that HRIA

should be independent from the executive.118

It is also assumed in this study that the executive through its trade policy makers in various
ministries and departments are best positioned to implement HRIA as a routine process
since these people are directly in charge of developing and negotiating trade rules on behalf
of the Kenyan government. Independent actors including UN and NGOs may therefore
provide technical or financial support but should not take primary responsibility for the

implementation of HRIAs at the national level.
1.9 Definitions of key terms

The following key words have been used extensively in this study and therefore require
special definition: pharmaceutical trade policies; access to medicines; adverse trade impact;

trade policy makers; HRIA; and market failure and perfect market.

118 Forman & MacNaughton n 11 above, 129.
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1.9.1 Pharmaceutical trade policies

Pharmaceutical trade policies as used in this study mean the national and international rules
used to regulate the buying and selling of medicines in the Kenyan market. These policies
include trade-related intellectual property rules, procurement rules, and medicine
regulation rules. In this study however, the focus is on trade-related intellectual property
rules. The reason for not including procurement rules and medicines regulation rules is
because these two areas are substantial and may require additional time and resources to
comprehensively tackle them in a satisfactory manner. It is therefore proposed that they

form areas for future research.

1.9.2 Access to medicines

Access to medicines has been used in this study to encompass the four elements of the right
to health, namely: availability; accessibility; acceptability; and quality. In brief, availability
connotes a ‘[flunctioning public health and health-care facilities, goods and services, as well
as programmes, have to be available in sufficient quantity.... Secondly, accessibility connotes
‘[h]ealth facilities, goods and services must be accessible to everyone without
discrimination...’ Thirdly, acceptability means ‘[a]ll health facilities, goods and services must
be respectful of medical ethics and culturally appropriate.” Lastly, quality refers to ‘health
facilities, goods and services must also be scientifically and medically appropriate and of
good quality.”11° The study however focuses on the element of accessibility in order to
demonstrate the utility of right to health impact assessment. In particular it focuses on the
effects of pharmaceutical patents on prices and therefore affordability of medicines in
developing countries, which affects access. It is important to note however that the four
elements of the right to health are intertwined and it is impossible to separate them in
practice. In this regard, this study discusses access to quality medicines that is available and

acceptable in Kenya.

119 General Comment 14: The right to the highest attainable standard of health (Art. 12), Adopted at the Twenty-
second session of the Committee on Economic, Social and Cultural Rights, on 11 August 2000 (Contained in
Document E/C.12/2000/4), para 12.
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1.9.3 Adverse impact

This term has been used in this study to connote any negative outcome emanating from
pharmaceutical trade policies in terms of violating human rights obligations of the
government and specifically under the right to health norms. In this regard, any
pharmaceutical trade policy that does not comply with the obligations of the government as
can be identified under human rights law and specifically the right to health has an adverse

impact on the realization of access to medicines in the country.

1.9.4 Trade policy makers

This term has been used in this study to refer to the trade officials, experts and negotiators
at the Ministry of Trade in Kenya including other officials in other government departments
and agencies whose terms of reference is to participate in the trade policy development
process including their advisors. The meaning of this term is therefore not exclusive but
rather inclusive and it applies to all actors who influence the process of trade policy
development and may therefore include civil society and international organizations
working on behalf of the government. However, the term does not include non-state actors
working independently including local and international civil society, UN, and independent
scholars. The term also does not include members of the other arms of government including

the judiciary and the legislature.

1.9.5 Human rights impact assessment

HRIA can be defined as a means of either ‘ensuring the human rights implications of a policy
are considered when that policy is being developed (ex ante); or of assessing the impact of
policy or practice on the rights of those affected once the policy is implemented (ex post).’120

The main aim of HRIA is therefore to build attention to human rights in relation to trade.12!

120 | Harrison & M Stephenson ‘Scottish Human Rights Commission ‘Human rights impact assessment: review
of practice and guidance for future assessments’ (1 June 2010) 14,
http://eqhria.scottishhumanrights.com/eqhriapolicyprocess.html (accessed 27 February 2018).

121 As above.
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The main rationale for using HRIA is because it has the potential to change policies and

practices so that they align with human dignity and thus improve lives.122

1.9.6 Market failure
Market failure means a situation in which a state is unable to realise the benefits of a trade
measures and risks dealing with its adverse impacts instead, including the impact on human

rights.

1.10 Significance of the study

This study is significant because it analyses how the mechanism of HRIA may be
implemented in order to resolve the adverse impacts of pharmaceutical trade policies on
access to medicines in Kenya thereby providing a deeper understanding of the subject to all
stakeholders. This is important because trade-policy-makers are often faced with immense
challenges of how to ensure that by implementing their international trade obligations
including under the TRIPs Agreements they do not at the same time undermine other

obligations of the government including under human rights and access to medicines.

This study is particularly significant in relation to theory, practice and management as

discussed below.

In terms of theory, this study will explore market theories that can be used to justify the
implementation of HRIAs in developing countries especially in countries with strong free

market ideology like Kenya.

In terms of practice, this study may lead to new practices being adopted in Kenya’s trade
sector in relation to how trade policies are developed and negotiated. In this regard, adopting
appropriate methodologies in appropriate contexts such as HRIA may help safeguard some
of the interests and commitments of the government and prevent future crises in terms of

access to medicines.

122 As above, 16.
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In terms of the management, the study is significant because it will affect the behaviour and
attitude of trade policy makers to be mindful about the utility of human rights norms and

tools in relation to trade and therefore be able to implement HRIA as a routine practice.

1.11 Overview of chapters

This thesis has eight chapters in total. The contents of each chapter have been discussed

separately below.

The present chapter is chapter one, which is the introduction to the thesis. It contains among
other things the problem statement, background research questions, literature review and
methodology used in this study. The main research question employed in this study is to find
out the manner in which HRIA works and how it can identify and mitigate some of the
adverse impacts that may be present in pharmaceutical trade policies in relation to access to

medicines in Kenya.

The second chapter addresses the theories that underpin HRIA implementation. In
particular, it analyses both the human rights and market theories for HRIA in relation to
trade. The main argument in the chapter is that market theories may also be used to promote

HRIA mechanism.

Chapter three analyses the TRIPs Agreement and its problems in developing countries in
relation to access to medicines. The main argument in this chapter is that developing
countries have no identifiable interest under the TRIPs Agreement and should therefore not

be enthusiastic about its robust implementation.

Chapter four discusses the right to health norms that are applicable in relation to the adverse
impacts of the TRIPs Agreement on access to medicines. The right to health norms allows for
the implementation of the TRIPs Agreement without necessarily compromising on the

obligations of the government to safeguard access to medicines.
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Chapter five discusses the practice and methodology of HRIA. It emerges in this chapter that
apart from HRIA no other methodology can identify beforehand the adverse impact of

pharmaceutical trade policies on access to medicines.

Chapter six analyses the Kenyan country context in relation to HRIA and access to medicines.
In particular, the section discusses how some pharmaceutical trade policies including Anti-
Counterfeit Act, 2008 and EU EAC EPA may adversely impact on access to medicines in

Kenya.

Chapter seven discusses the preparedness of trade policy makers in relation to their
knowledge and attitude on human rights and trade. It emerges in this chapter that trade
policy makers in Kenya are generally deficient in terms of their knowledge in human rights

and that their attitude towards human rights is also negative.

Lastly, chapter eight contains the conclusion and recommendations of the study.
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CHAPTER TWO: THEORETICAL FRAMEWORK FOR HUMAN RIGHTS
IMPACT ASSESSMENT

2.1 Introduction

The previous chapter introduced the thesis by, among other things, providing the problem
statement, background, research questions, and literature review. It emerged that the focus
of the present study is the implementation of human rights impact assessment (HRIA) in
Kenya and specifically how it can help resolve the adverse impacts of pharmaceutical trade
policies on access to medicines in Kenya. In this chapter, various theories have been
discussed in order to demonstrate how HRIA may be relevant in trade especially in countries

with a strong free market ideology.

In general, there are at least two approaches that may be used to theorize HRIA in relation
to trade, namely: human rights-based theories; and market-based theories. On the human
rights side, several theories have been identified and discussed in this study including:
Human rights as a substantive policy guidance in trade; human rights as a source of political,
moral and legal pressure; human rights and fragmentation, coherence and
constitutionalisation of international law; and human rights and social learning theory. On
the market theories side, not much direct work has been done in relation to HRIA but there
are atleast two theories that may be applicable including: semiotic methods; and the rational
theory of morality. In this chapter, a case is made for the need to ground the use of HRIA in
market theories as opposed to human rights theories in order to motivate trade policy
makers to implement HRIA as a routine process. The argument that there is need to motivate
trade policy makers is informed by the fact that the HRIA is so far only popular with non-
state as opposed to state actors. In Kenya, for instance, it may be argued that the free market
ideology is stronger than human rights ideology and consequently linking HRIA to free
market ideology may be more attractive to the government or trade policy makers than using

human rights ideology.
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Both the human rights theories and market-based theories have been discussed separately

below.

2.2 Human rights as a source of substantive policy guidance in trade

The first theory in relation to HRIA is the theory of human rights as substantive policy
guidance in trade. The claim in this theory is that human rights norms are in fact sources of
substantive policy guidance in trade.! For this claim to be plausible, at least one of the
following two criteria must be met: (a) international law should have a formal hierarchy of
sources recognizing the supremacy of human rights over trade; or human rights norms
relevant in the context of access to medicines should have attained the jus cogens status. It
will be demonstrated below that neither of the two conditions pertain and, as such, human

rights cannot be a source of policy guidance in trade strictly speaking.

2.2.1 Formal hierarchy of sources under international law

Under international law there does not seem to be a formal hierarchy of sources in terms of
treaty obligations.2 Unlike section 3 of the Kenyan Judicature Act, Article 38(1)(a) to (c) of
the Statute of the International Court of Justice is not about the hierarchy of sources under
international law.3 According to Pauwelyn, the Statute of International Court of Justice
therefore does not set out a priori hierarchy.4 Due to lack of a formal hierarchy of sources, it
is not directly possible to resolve any conflict that may arise in relation to treaty obligations

at the international level.s

As alluded to above, the situation may be different at the municipal level in that unlike the
international level at the domestic level the hierarchy of law may exist, the structure of which

varies depending on the legal system of a country.6 Consequently, in many countries, the

LATF Lang ‘The role of the human rights movement in trade policy-making: Human rights as a trigger for policy
learning’ (2007) 5 New Zealand Journal of Public International Law 57, 90.

2 ] Pauwelyn Conflict of norms in public international law: How WTO Law relates to other rules of international
law (2003) 94. The Article identifies treaties, customary law and general principle of law as sources of
international law.

3 As above.

4 As above, 94.

5 As above, 95.

6 As above, 96.
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constitutional norms usually rank higher than legislation in the domestic context. In Kenya,

this position is reflected under section 3(1) of the Judicature Act.’

In this regard, what is the position of international law in Kenya in terms of hierarchy of
sources since it appears to be currently unaddressed by the Judicature Act. This inquiry is
important because Articles 2(5) and 2(6) of the Constitution provides that the general rules
of international law and that any treaty or convention ratified by Kenya shall form part of
the laws of Kenya respectively. The problem at hand therefore is that all international law
treaties ratified by Kenya currently form part of the Kenyan laws without clarity on the
question of hierarchy. The present domestic situation in Kenya therefore also fails to answer
the question as to whether there exists a formal hierarchy of sources in relation to
international law applicable in Kenya to, for example, establish a clear supremacy of
international human rights norms over international trade norms. So far, this question has

only been addressed at the theoretical level as discussed below.

Scholars in Kenya tend to address the issue of international law as though it is homogenous.
For instance, Orago only focuses on the hierarchy of human rights treaties in Kenya without
referring to trade treaties and others.8 In his view, there are three main options, which are
that human rights treaties can be interpreted: one, at the same level as the constitution; two,
at a level below the constitution and the legislation; and three, at a level below the
constitution and above the legislation.® Consequently, Orago argues that the best
interpretation for human rights treaties is to adopt the third approach which will then make
human rights treaties attain a supra-legal status in Kenya so as to insulate such treaties from
democratic processes at the domestic level.10 In this regard, Orago posits that the supra-legal

status will ensure that

important democratic governance standards as well as human rights and fundamental
freedoms contained in international law are sufficiently entrenched in the Kenyan domestic

7 Judicature Act, Cap 8 Laws of Kenya.

8 NW Orago ‘The 2010 Kenyan Constitution and the hierarchical place of international law in the Kenyan
domestic legal system: A comparative perspective’ (2013) 13 African Human Rights Law Journal 437.

9 As above.

10 As above.
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legal system, and are not left to the whims of the ruling majority of the day to change at their
own convenience through legislative amendments.!!

The implication of Orago’s proposal without addressing the issue of other treaties is that if
human rights treaties are supra-legal in nature then it follows that WTO treaties will have to
comply with the human rights norms recognized in Kenya as a matter of domestic law. To
this extent therefore a formal hierarchy of sources under international law may be argued to
existin Kenya. It is therefore important to see how the courts in Kenya have treated this issue

if at all.

The jurisprudence from the courts according to Kabau and Osogo is still incoherent with
respect to the position of international law within the hierarchical norms.12 It should be
noted that Kabau and Osogo are addressing international law as a homogenous category of
laws and no distinction is made between human rights and trade norms. Notwithstanding
this analytical deficiency in Kabau and Osogo’s work, they observe that monist countries
have been reluctant to endorse unrestricted supremacy of international legal instruments
over domestic laws including its progressive aspects such as human rights.13 Suffice to note
Kenya is a monist country. It therefore emerges that the subject of hierarchy of sources under
international law needs to be developed further by the legislature and the judiciary in order
to have a much clearer position.14 In this regard, pending the contribution by the judiciary
and parliament as proposed above it is argued that the status of hierarchy of norms in Kenya
in relation to international human rights law and trade treaties is still unclear. Trade policy
makers therefore cannot authoritatively act as if human rights norms especially emanating
from the international level are superior to trade norms. This brings us to the second option,
which is human rights should be at the level of jus cogens in order to provide substantial

policy guidance in trade.

11 As above.

12 T Kabau & O Ambani ‘The 2010 Constitution and the application of international law in Kenya: A case of
migration to monism or regression to dualism’ (2013) 1 Africa Nazarene University Law Journal 50.

13 As above, 51.

14 As above, 55.
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2.2.2 The jus cogens argument

Under international law, in accordance with Article 53 of the Vienna Convention on the Law
of Treaties (VCLT), human rights can only override WTO rules including TRIPs Agreement if
human rights is considered peremptory and the WTO rules are not.1s Article 53 of the VCLT

thus provides that

[a] treaty is void if, at the time of its conclusion, it conflicts with a peremptory norm of general
international law. For the purposes of the present Convention, a peremptory norm of general
international law is a norm accepted and recognized by the international community of States
as a whole as a norm from which no derogation is permitted and which can be modified only
by a subsequent norm of general international law having the same character.

From the above, it appears from the text that an ordinary treaty cannot violate peremptory

norms of general international law.

The question that arises is whether states can overrule Article 53 through exercising their
sovereign authority. The argument here is that since states have powers to make an illegality
legal, the invalidation of a treaty under Article 53 cannot be overruled simply because of the
will of the states since this illegality falls under a special category called objective illegality.16
Consequently, it requires an objective as opposed to subjective criteria in order to assess
whether a treaty is in conflict with jus cogens for it to be invalidated.!” In this regard, the
objective sense applies even if all states are against it or do not agree with it and the treaty

will stand nullified. As such,

[i]f the views of the parties as to whether a conflict occurs-e.g. whether a norm in question is
peremptory and whether a treaty clashes with it-is decisive, the purpose of Article 53 would
be frustrated. If only the parties were to determine whether a treaty is illegal, this would be
an implicit recognition of their faculty of actual derogation from peremptory norms.18

15 T Sellin Access to medicines: Interface between patents and human rights. Does one size fits all? (2014) 245.
Article 53 of the Vienna Convention on the Law of Treaties reads as follows: ‘A treaty is void if, at the time of its
conclusion, it conflicts with a peremptory norm of a general international law. For purposes of the present
Convention, a peremptory norm of general international law is a norm accepted and recognized by the
international community of states as a whole as a norms from which no derogation is permitted and which can
be modified only by a subsequent norm of general international law having the same character.’

16 A Orakhelashvili Peremptory norms of international law (2006) 134.

17 As above.

18 As above.

33

© University of Pretoria



TEIT VAN PRETO
Y OF PRETO
ITHI YA PRETO

mn
«Z

Consequently, human rights norms that have achieved peremptory status can be a source of
substantive policy guidance. In relation to access to medicines it is critical to find out the

status of rights to life and health before one can make such a conclusion.

Since peremptory norms go against the general principle of international law which is based
on consent, peremptory norms therefore have to be agreed upon by the whole of the
international community.®* To this extent peremptory norms may be subjected to
contestation of realpolitik and political and cultural bias since the international community

has to decide which norms should have a peremptory character.2°

The idea that a general multilateral treaty can be a source of peremptory norms is supported
by the reference to the rules of general international law under Article 53 of the VCLT.21 This
suggestion is however in contravention of Articles 34-36 of the VCLT because it would mean
that a treaty can bind non-parties in at least those provisions that have attained jus cogens
status.22 An alternative interpretation is that if one rejects the idea of binding non-parties
then one would be endorsing the idea that some peremptory norms only bind parties to

multilateral treaties, which is by itself a contradiction to the idea of jus cogens.23

It is possible therefore to interpret the right to health as a peremptory norm of international
law because it is inextricably linked to the rights to dignity, life, and bodily integrity.24
However, it is doubtful whether the right to life in a comprehensive manner including its
positive elements will still qualify as a peremptory norm.2s What is more because of
realpolitik or the controversial nature of socio-economic rights it is unlikely that the current
restrictive list of peremptory norms include the right to health and access to medicines in
particular.2¢6 However, from international law including in the context of the Genocide

Convention and the 1951 Advisory Opinion, it emerges that the peremptory status of a norm

19 Sellin n 15 above, 246.

20 As above.

21 Orakhelashvili n 16 above, 111.
2z As above.

23 As above, 112.

24 Sellin n 15 above, 247.

25 As above, 247.

26 As above, 248.
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is not conferred to it by a treaty provision, which means that it is an independent process.?”
In this regard, ‘even if a multilateral humanitarian treaty embodies jus cogens, it cannot be a

direct source of jus cogens, but merely its reaffirmation and codification.’28

Consequently, Sellin notes that because of the requirement of consensus among the
international community, it is unlikely that in the near future the right to health will be
considered as a peremptory norm of international law despite the recent developments in
the area of socio-economic rights.2® Fortunately, there is another avenue that could be
exploited which are Article 103 of the UN Charter but even this cannot elevate the right to
health above WTO rules.30 It seems therefore the primacy of right to health over WTO rules
is not yet supported under international law. In the absence of a solid legal basis, human
rights and specifically the right to health at the current moment is not sufficiently supported
under international law to provide substantive policy guidance in trade. Illustratively, the
almost 30,000 pages of the WTO Agreement and its annexes and schedules of concessions
do not mention ‘[hJuman rights and the need for constitutional safeguards to protect human
rights against abuses of government powers’.31 It is also telling that despite the robust
relationship between WTO and the specialized agencies and other bodies of the UN system
as well as regional economic arrangements, human rights is not contemplated in this

relationship.32

2.2.3 Some updates on efforts towards primacy of human rights

The UN High Commissioner for Human Rights (High Commissioner) is on record as urging

WTO members to take their obligations under human rights seriously when ‘negotiating and

27 Qrakhelashvili n 16 above, 112-113.

28 As above, 113.

29 Sellin n 15 above, 249.

30 As above, 249-252. Article 103 of the UN Charter states that in the event of a conflict between the obligations
of the members of the United Nations under the present Charter and their obligations under any other
international agreement, their obligations under the present Charter shall prevail.

31 EU Petersmann ‘Constitutionalism and WTO law: From a state-centered approach towards a human rights
approach in international economic law’ in DLM Kennedy & JD Southwick (eds) The political economy of
international trade law: Essays in honour of Robert E. Hudec (2002) 32.

32 D McRae ‘The place of the WTO in the international system’ in D Bethlehem, D McRae, R Neufeld, & I van
Damme The Oxford handbook of international trade law (2009) 61-66.
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designing international trade law’.33 What human rights arguably does is to provide broad
guidelines through which trade rules can and should be developed or implemented. To begin
with, the UN Guiding Principle on Business and Human Rights, 2011 (UN Guiding
Principles)3+ addresses the issue of human rights in trade and investment treaties. With

regards to policy coherence, the document states that

states should ensure that governmental departments, agencies and other State-based
institutions that shape business practices are aware of and observe the State’s human rights
obligations when fulfilling their respective mandates, including by providing them with
relevant information, training and support.35

The presumption from the above quote is that there are two separate regimes of trade and
human rights, which may potentially affect each other. In addition, the UN Guiding Principles
provides that ‘states should maintain adequate domestic policy space to meet their human
rights obligations when pursuing business-related policy objectives with other states or
business enterprises, for instance through investment treaties or contracts.’3¢ Again, it is
clear in this example that the role played by human rights in business is not about providing
detailed guidelines about how trade should be conducted but about preserving the state
capacity to respond to competing obligations under international law using policy. In this
regard, trade should not restrict that space and to the extent it does so then there is a

problem.

33 Langn 1 above, 90.

34 Human Rights Council resolution 17/4 of 16 June 2011, A/HRC/RES/17 /4.

35 As above, para 8. ‘There is no inevitable tension between States’ human rights obligations and the laws and
policies they put in place that shape business practices. However, at times, States have to make difficult
balancing decisions to reconcile different societal needs. To achieve the appropriate balance, States need to
take a broad approach to managing the business and human rights agenda, aimed at ensuring both vertical and
horizontal domestic policy coherence. Vertical policy coherence entails States having the necessary policies,
laws and processes to implement their international human rights law obligations. Horizontal policy coherence
means supporting and equipping departments and agencies, at both the national and subnational levels, that
shape business practices - including those responsible for corporate law and securities regulation, investment,
export credit and insurance, trade and labour - to be informed of and act in a manner compatible with the
Governments’ human rights obligations.

36 As above, para 9. Economic agreements concluded by States, either with other States or with business
enterprises - such as bilateral investment treaties, free trade agreements or contracts for investment projects
- create economic opportunities for States. But they can also affect the domestic policy space of Governments.
For example, the terms of international investment agreements may constrain States from fully implementing
new human rights legislation or put them at risk of binding international arbitration if they do so. Therefore,
States should ensure that they retain adequate policy and regulatory ability to protect human rights under the
terms of such agreements, while providing the necessary investor protection.
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Apart from the Principles and Guidelines on Business and Human Rights discussed above,
the issue of trade and human rights has also been discussed at the Human Rights Council
level in terms of elaboration of an international legally binding instrument. This effort, if
successful, will be the most authoritative statement of the relationship between human
rights and trade in terms of the human rights supremacy rhetoric.3” In 2014 through
resolution 26/9, the Human Rights Council (HRC) established an open-ended
intergovernmental working group to work on an the elaboration of a legally binding
international instrument that will regulate the activities of transnational corporation and
other enterprises in accordance with international human rights law. In particular, the
working group has discussed in its the first and second sessions of the intergovernmental
working group in 2015 and 2016 on how to ensure that the treaty ensures the primacy of
human rights in trade and investment policies.38 Already the discussions around this issue
envisages in addition to a multilateral treaty an international implementation mechanism
and possibly an international tribunal to assist states regain the policy space for the
protection of human rights.39 Consequently, the fact that that a treaty on trade and human
rights is currently under development is the most authoritative indicator that human rights

norms do not in fact supersede WTO rules.

The political import of the above efforts cannot be ignored and in fact they may lead to a
consolidation of international law either through a treaty or state practice in the future.
Because of this potential development in terms of the consolidation of international law
there are still problems that are inherent in the human rights framework in the context of
trade. First, what is required is for human rights norms to be sufficiently elaborated so that

it can define the acceptable boundaries for trade policy choices through providing a viable

37 Currently, there is established an open intergovernmental working group at the UN level to discuss this
matter.

38 M Krajewski ‘Ensuring the primacy of human rights in trade and investment policies: Model clauses for a UN
treaty on transnational corporations, other business and human rights’ CIDSE (2017) 4,
http://www.cidse.org/publications/business-and-human-rights/business-and-human-rights-
frameworks/ensuring-the-primacy-of-human-rights-in-trade-and-investment-policies.html  (accessed 18
November 2017).

39 Report of the second session of the open-ended intergovernmental working group on transnational
corporations and other business enterprises with respect to human rights, Maria Fernanda Espinosa,
[A/HRC/34/47], 4 January 2017, para 20, https://documents-dds-
ny.un.org/doc/UNDOC/GEN/G17/000/94/PDF/G1700094.pdf?OpenElement (accessed 15 February 2018).
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framework which policymakers may rely upon to arbitrate between competing trade policy
agendas and priorities.%® In other words, the human rights norms and standards should be
clear enough to guide policy-makers to be able to reject the implementation of certain trade
policies if they are in violation of existing human rights obligations.#! Suffice to note there
are some progress on this front as can be discerned from the following facts. The first one is
that there has been an elaboration of the normative and legal content of the relevant human
right in the recent past especially in relation to trade.#2 This work has mainly been
undertaken by UN and others in terms of the adoption of several resolutions, expert reports
and general comments. In the area of right to health for instance, the HRC has been able to
adopt resolution 23/14, which has elaborated the norms applicable in the area of access to
medicines. It is hoped that these norms will in the future be codified into substantive legal
rules under international law either in form of treaty or otherwise. Secondly, there have been
more and more analyses being conducted focusing on the different trade policies and their

practical effects on human rights.

These kinds of analyses are important in terms of establishing a clear relationship between
trade and human rights. Secondly, it is also important in shedding light on the adverse
impacts of trade rules including in the context of human rights. Thirdly, a comparison in
terms of the effects and the desired outcomes in relation to human rights has also been
undertaken.# This comparison is important in order to ensure that the trade agenda is not
achieving conflicting objectives. Lastly, a set of proposals have been generated for changes
to either trade policies or WTO rules to make them conform more closely to what human
rights obligations require.4> These proposals are clear indication of the need to order the
WTO system in line with the dictates of human rights. It is only a matter of time before this

can become the rule rather than exception. The Doha Declaration on the TRIPs Agreement

40 Lang n 1 above, 90.

41 As above.

42 As above, 91.

43 As above. A good example is C Dommen ‘Raising human rights concerns in the World Trade Organization:
Actors, processes and possible strategies’ (2002) 24 Human Rights Quarterly.

4 Langn 1 above, 91.

45 As above. A good example discussing this is the article by A Sajo ‘Socioeconomic rights and the international
economic order’ (2002) 35 New York University School of Law Journal of International Law and Politics.
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and Public Health and well as the amendments on the relevant provisions of the TRIPs
Agreement on compulsory licensing clearly shows the active role being played by human

rights even though it is rarely acknowledged.

While some work has been done as described above there is still more issues that should be
tackled. To begin with, it has been argued that human rights arguments are not
fundamentally different from other analyses such as health or social analyses.46
Consequently, there exists no necessity of invoking a human rights language when it is
possible to have similar discussions in a different context.4” Illustratively, it is not necessary
to rely on the right to health to identify and remedy the limitations of the TRIPs agreement
in relation to access to essential medicines.48 Because of this weakness therefore it can be
argued that human rights do not in fact provide substantive policy guidance even though it
is usually assumed to do so.# The reason for this, Lang claims, is because human rights
analysis is neither a source of new policy ideas nor can it provide a means of choosing

between competing ideas.5°

As a matter of fact many analyses have been undertaken without reliance on human rights

o)

and “ultimate policy prescriptions” for a more “human rights friendly” trading system are
usually drawn from, and justified by reference to, policy ideas already in widespread
circulation.’st Human rights is therefore rarely consulted when important rules are being put
in place in the trade sector.52 Accordingly, it is ‘illusory’ to think that human rights can derive
or arbitrate alternative visions of the global trading order.53 The above analysis makes one
point, which is that human rights do not matter in trade matters and as a matter of fact it is

usually ignored when serious studies are conducted to reform the trading system.

46 Lang n 1 above, 93.
47 As above.
48 As above.
49 As above.
50 As above.
51 As above.
52 As above.
53 As above.
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The main message here is therefore that there is a lot of effort currently ongoing to establish
the primacy of human rights over trade and investment treaties. Suffice to note, until the
conclusion of the treaty on human rights and trade and investment agreements, there is no
formal requirement under international law that international human rights law should
trump WTO trade rules since all rules of international law enjoy what is essentially referred
to as formal equality.>* Petersmann however is optimistic that the dynamic evolution and
globalization of intellectual property rights since the Second World War is enough to suggest
a progressive extension of human rights through public interest legislation and international

law.55

In the absence of an appropriate international framework to establish the primacy of human
rights, it is still possible to exploit the flexibilities within the WTO and WIPO to act in the
public interest in what can be described as ‘the right of national legislators to balance
competing interests and “human rights” as long as there is no guarantee to define the human
rights dimensions through substantive international rules’.56 Since human rights revolution
often reflects a struggle against power-oriented discrimination, economic globalization
including in the context of WTO offers an opportunity ‘for another “human rights revolution”
liberating citizens from arbitrary, welfare-reducing government restrictions and extending

individual freedom and mutually beneficial citizen cooperation across frontiers.’s’

2.3 Human rights as a source of political, moral and legal pressure

The second model that is relevant in relation to HRIA is human rights as a source of political,
moral and legal pressure.’8 The relative success of human rights movements is directly
dependent on the success of universal human rights as a normative framework. Donnelly

therefore observes that the universality of human rights and specifically its functional

54 There is an exception with regards to the EU trade rules and specifically the Cotonou Agreement, 23 June
2000, which integrated human rights as a key in trade matters involving the EU.

55 EU Petersmann ‘Human rights, markets and economic welfare: Constitutional Functions of emerging UN
Human Rights Constitution’ in F Abott, C Breining-Kaufmann, & T Cottier (eds) International trade and human
rights: Foundations and conceptual issues (2006) 59.

56 As above.

57 As above, 58.

58 Langn 1 above, 93.
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universality is important to respond to the threat posed to human dignity in the context of
market economies and bureaucratic states. In this regard, human rights are the most
effective response in safeguarding the threat of human dignity including as a result of the

spread of market economies and bureaucratic states across the globe.>

2.3.1 The attractiveness of human rights framework over other forms of politics

The remedies available under human rights framework appear to be the main driver of
human rights acceptance for ‘a growing number of people of all cultures in all regions.’
According to the UN, victims of gross violations of international human rights law and
serious violations of international humanitarian law have the following remedies as
provided under international law: ‘(a) equal and effective access to justice; (b) adequate,
effective and prompt reparation for harm suffered; and access to relevant information
concerning violations and reparation mechanisms.’¢? Out of these, reparation is perhaps the
most important form of remedy. Full and effective reparation therefore requires ‘restitution,
compensation, rehabilitation, satisfaction and guarantees of non-repetition’.6! Reparation is
therefore important in the context of this study because ‘[w]hatever our other problems, we
all must deal with market economies and bureaucratic states. Whatever the other religious,
moral, legal and political resources, there is need for equal and inalienable universal human

rights to protect us from those threats.’s2

Human rights have also penetrated other areas beyond elite interstate level including in
social justice and for political opposition movements.s3 Apart from non-state actors, state
actors like China are increasingly finding it fashionable to use the human rights language as

an ‘inescapable precondition to its full recognition as a great power.’s* The power of human

59 ] Donnelly ‘The relative universality of human rights’ (2007) Human Rights Quarterly 8-9.

60 UN ‘Basic principles and guidelines on the right to a remedy and reparation for victims of gross violations of
international human rights law and serious violations of international humanitarian law, Adopted and
Proclaimed by General Assembly resolution 60/17 of December 2005, para VI,
https://www.ohchr.org/EN /Professionallnterest/Pages/RemedyAndReparation.aspx (accessed 28 June
2018).

61 As above, part IX, para 18.

62 As above, 9.

63 As above, 10.

64 As above
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rights over other forms of political legitimacy however depends on the extent to which states

hold it in high regard.¢s

As noted before, virtually every state today recognizes human rights. Therefore, it is clear
that human rights is the contemporary form of political expression expressing the deepest
ethical, cultural, and political values and aspirations of the people and even governments.s¢
Human rights advocates should however understand that what is required apart from
treaties is: bold and imaginative activism; domestic, political and economic progress; the
support of sympathetic states; and other outside forces and time.¢” In this regard, the

promotion of human rights should not stop simply because it is currently popular.

Because of the reasons stated above, arguments framed in human rights language tend to
enjoy more privilege than others for instance if one argues that developed countries’
agricultural markets should be opened as a matter of human rights this can be of relative
significance than if it was just an argument standing on its own.¢ To this extent, the agency
of human rights is a useful political tool that can be used strategically to pursue a particular
policy agenda.s® The same political technology based on human rights language can be
deployed by various actors in order to achieve a desirable trade policy outcome.”? This
means that people can argue different trade outcomes by relying on human rights framing.
For instance, protecting the public health systems of developing countries can be linked to
the right to health for more strength and political legitimacy. This approach is more likely to

work than relying on any other framework.

65 As above.

66 As above, 12.

67 E Massimino ‘The power of human rights law’ (2015) 41 American Bar Association human rights magazine 2,
https://www.americanbar.org/publications/human_rights_magazine_home/2015--vol--41- /vol--41--no--2---
human-rights-at-home/the-power-of-human-rights-law.html (accessed 19 July 2017).

68 Lang n 1 above, 93.

69 As above, 94.

70 As above.
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2.3.2 Human rights bodies and political mobilization

At the center of this conceptual framework is the role of human rights bodies. Human rights
bodies are capable of setting in motion several processes including political mobilization for

change by developing norms.”* Accordingly,

to the extent that the human rights movement can mobilize actors and interest groups
presently marginalized in trade debates, and provide effective tools to augment their political
influence, it follows that the human rights movement may be able to achieve real change.
Even though it is difficult to measure the precise impact, there is at least some indication
already of such effectiveness [for example in the context of the implementation of the
paragraph 6 decision of the Doha Declaration].”2

There are however concerns that the present approach of using human rights bodies to
achieve political consensus may not have such a significant impact in the long term and
therefore there is no need to be hasty.”? Some have argued that the available techniques
currently utilized for political mobilization rely mainly on the moral legitimacy of human
rights language, which is yet to achieve significant authority and legitimacy.’# This is
particularly true in the context of trade. Illustratively, human rights persuasion and
normative socialization is still ineffective because trained trade experts rarely refer to

human rights norms to arbitrate trade matters.”s

Moreover, assuming the processes employed by human rights movements were highly
effective in producing change, another limitation is that the role set out for the ‘human rights
movement is very limited and constrained.””s Accordingly, the present model is highly
problematic because it does not provide a clear understanding in relation to how human
rights movements may participate in policy debates in a productive way. 77 Ultimately the
‘human rights movement is still figured as a passive recipient of policy knowledge, and is

seen as being deployed in the service of policy agenda still defined in the context of

71 As above.

72 As above, 95.

73 As above.

74 As above, 95-96.

75 As above, 96.

76 As above.

77 As above. Lang explains that this means how human rights movements can generate new ideas about
desirable and appropriate trade policy, or alternative visions of the international trading system.
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traditional trade policy debates.””s In other words, ‘to the extent that the international
trading system is already structured and informed by prevailing expert knowledge - and in
my view this is a very significant extent - the human rights movement has in this model no
critical or transformative power at all.’7? The main argument to discredit the present model
of human rights as a source of legal, political and moral pressure is that it is not capable of
achieving any meaningful transformation in trade. Those human rights movements rarely
bring forth any alternative policy vision that can fundamentally contribute in terms of how

trade should be conducted.

This however is not to refuse the importance of human rights movements. On the contrary,
the presence of human rights movements in poor countries such as South Africa and Kenya
has meant that the corporate greed has been checked somehow but it is agreeable that the
fundamental or the underlying structures that are responsible for the marginalization of the
poor have not been transformed yet. It is debatable whether human rights could achieve this

kind of transformation.

Another plausible argument is that through the consistent challenging of the pharmaceutical
companies at the national level, a national consciousness about the dangers of the trading
system is slowly being awakened in a manner that will fundamentally create a difference
including the complete overhauling or reforming of the current TRIPs system as has been
already being advocated through the United Nations Development Programme (UNDP) 2003
report. The UNDP suggested that ‘[a]n alternative to TRIPs, either within or outside the ambit
of the WTO, ought to be debated at the highestlevel.’8 In this regard, it has called for thinking
around this issue since ‘replacing or fundamentally altering TRIPs will not be easy or sudden,

given the differences in national positions on this issue.’s!

Another result of human rights advocacy movement is arguably that the issue of access to

medicines in developing countries is now firmly amongst the SDGs agenda specifically under

78 As above.

79 As above.

80 United Nations Development Programme Making global trade work for people (2003), 221,
http://ctrc.sice.oas.org/trc/Articles/UNDP_FULL.pdf (accessed 19 April 2016).

81 As above, 222.
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SDG 3b, which will be implemented in the period 2015 to 2030. The inclusion of SDG 3.8 and
3b means that access to medicines is now not just a trade issue but a poverty issue or a global
development challenge and as time goes by new models will have to be adapted in order to
solve the challenge at hand. Already, the access to medicines movements have influenced the
report of the UN Sustainable Development Goal (SDG) High Level Panel (HLP) on access to
medicines constituted by the UN Secretary General (UNSG) and some concessions were
achieved.82 The next step will be to engage with the HLPF in order to monitor how countries
implement the SDG 3b. For Kenya, the main framework for political mobilization including

in the trade sector will remain arguably the right to health framework.

From the foregoing, it is important to establish a clear role for human rights in terms of
moral, legal and political pressure. This process should however be promoted in the trade
sector where its impact is still low compared to other areas such as health or labour in which

human rights has played critical roles.

The mechanism of right to health impact assessment (RHIA) however does not lend itself to
this theoretical framework especially at the national level for the simple fact that it is to be
used by the government itself and it is absurd if the government was to pressure itself.
Because of this reason, this theoretical model is not to be part of this study. It is argued here
that this model applies best in the context of the right to health impact assessment conducted
by social movements or civil society around the world including at the national level working

on trade and human rights issues.

2.4 Human rights and fragmentation, coherence and constitutionalisation of
international law

The third model is the fragmentation, coherence and constitutionalisation or ‘coherence’
model. The unique aspect of this model is how it characterizes the problem between trade

and human rights from the notion of ‘policy “trade-offs™.83 The argument is that several

82 FM Abbott ‘Reflections on the report of the UN Secretary General’s High Level Panel on Access to Medicines’
(August 2017) 22(8) Cienc. Saude coletiva, http://www.scielo.br/scielo.php?script=sci_arttext&pid=S1413-
81232017002802440 (accessed 23 July 2018).

83 Langn 1 above 96.
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social goods like prosperity in economy, distributive justice, and/or the protection of
environment can arise at the same time thus imposing competing demands on policy-makers
which must be balanced.84 At the international level, this poses unique challenges because
the processes that are supposed to coordinate actors and institutions doing different things
in the trade sector are still at nascent stages.85 Therefore, directly at issue in this model is
that very few coordinating and coherence mechanisms exist at the international level to
resolve conflicting demands emanating from various spheres of political life including trade,

human rights, environment, labor, finance, development, health, security and others.8

With regard to trade and human rights, there is yet to be established an appropriate
structure that can help resolve the conflict between the creating and sustaining a liberal
trading order under WTO and the equally important obligation to promote and protect
human rights in accordance with international law.8” A coherent policy-making environment
as opposed to the current fragmentation of the international legal and political order is thus
required.88 Human rights is thus treated as an object of study in this model in order to be
resolved with its trade counterpart.8? Various solutions to resolving conflicts have developed
in this regard including the principle of deference, which requires that trade regimes should
defer to specialized institutions where appropriate depending on the subject matter at hand
to be resolved.’® In addition, there are efforts for the constitutionalisation of the trade regime
complete with overarching normative and institutional framework for managing its

interfaces with various other regimes including human rights.o!

2.4.1 Human rights revolution and normative superiority argument

In the context of the WTO, ‘[t]he state-centred focus and numerous “protectionist biases” of

WTO rules illustrate that trade policies and the WTO rule-making processes are not

84 As above.

85 As above, 96-97.
86 As above, 97.

87 As above.

88 As above.

89 As above.

9 As above, 98.

91 As above, 98-99.
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sufficiently “constitutionalised” in order to protect individual freedom and other human
rights more effectively.”92 It is because of this reason that Petersmann has called for a human

rights-centred approach of the trading system to cure this deficiency.%

The first issue that must be addressed is the issue of the normative superiority of human
rights over trade rules. Are human rights normative standards superior to trade rules at the
international level? The normative superiority of human rights norms is therefore critical if
human rights norms should form the basis of constitutionalisation of international law.
Already, from a historical perspective, there are pointers towards what can be termed as a
‘human rights revolution’ even though some would argue that its time has passed. It is
believed that a ‘human rights revolution’ is currently taking place because unlike in 1947
when the General Agreement on Tariffs and Trade (GATT) was being negotiated, today,
almost all the members of the UN recognize human rights as part of general international
law and, in part, of international jus cogens.%4 In this regard, the proponents of this view argue
that the near universal acceptance of human rights globally means that subsequent treaties
should at least be interpreted in a manner that takes into account the substance of
international human rights law. This model in effect will elevate the role of human rights as
being constitutional in relation to other treaties. However, the key challenge for proponents

of human rights constitutionalism is the legal basis.

Accordingly, proponents of “human rights revolution” point at the customary rules of
international treaty interpretation as reflected under Article 31 of the 1969 Vienna
Convention on the Law of Treaties. They argue that this provision requires the interpretation
of subsequent treaties including the 1994 Agreement establishing the WTO with due regards
to ‘any relevant rules of international law applicable in the relations between the parties’
which includes international human rights law.9> The idea here is that since many parties

already recognize international human rights law, Article 31(3)(c) of the Vienna Convention

92 Petersmann n 55 above, 64.
93 As above.
94 Petersmann n 31 above, 32.
95 As above.
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requires that the obligations created under human rights law should not be undermined by

other obligations arising from subsequent treaties including those emanating at the WTO.

However, the challenge of achieving a harmonious interpretation is undermined because of
one reason, which is that ‘[t]he universal recognition of human rights is not yet accompanied
by universal agreement on the optimal policy instruments for promoting human rights.”?¢ To

remedy this problem, Petersmann suggests that

[t]he necessary human rights approach to international law must go beyond power politics,
interest-group politics, and legal positivism so as to protect human rights through
progressive ‘constitutionalisation’ of national and international legal systems on the basis of
mutually coherent principles of constitutional democracy. Overcoming the contradiction
between power-oriented international law and rule-oriented national law requires
‘interdisciplinary’ approaches beyond the ivory towers of traditional international law
doctrine.%”

The idea advocated by Petersmann is that powerful states should stop exerting their
influence over the international trade system and accept a fair system of trade, which should

be based on international law and international human rights law in particular.

2.4.2 Some other critical perspectives in support of harmonious or coherent
interpretation of international law

The main proposal for constitutionalisation is harmonious or coherent interpretation. Mutua
and Howse have engaged with the issue of constitutionalisation of international law in
general and their analysis may provide useful insights for the coherence approach. The main
question according to Mutua and Howse is whether international law can develop a body of
rules that advances ‘free’ trade and promote and protect human rights at the same time?79%
They proceed to identify how this can be achieved. Their first argument is that GATT Article
XX incorporated supervening non-trade public values which can be elevated above trade

rules in the event of a conflict.? More progress can thus be made through the re-

96 As above, 46.

97 As above, 34.

98 R Howse & M Mutua ‘Protecting human rights in a global economy: Challenges for the World Trade
Organization’ https://www.iatp.org/files/Protecting Human_Rights_in_a_Global_Economy_Ch.htm (accessed
19 July 2017).

99 As above.
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interpretation of Article XX in light of the norms of international human rights law in WTO
dispute settlements.100 Another means to achieve harmony under international law based on
human rights can be found in the preamble of the WTO Agreement or the Marrakesh
Agreement through its use of the terms raising the “standards of living” and the need for
“sustainable development” which could be interpreted in favor of other values beyond free

trade.101

The role of human rights in interpretation of international law is also critical. Some authors
have argued that Article 103 of the UN Charter may be read broadly to impose an obligation
that universal human rights obligation should always prevail over other obligations arising
under other international treaty laws in case of conflicts.102 It should however be noted that
the above sentiments is merely a non-binding opinion as they are yet to be reflected in any
official jurisprudence at the international level or any treaty document ratified by states. In
conclusion, internationalization of law can occur with the emergence of global legal values.
It does not depend on any treaty but is the result of an expansion of values, in a normative
intercrossing logic. Through different processes for the constitutionalisation of new values,
states incorporate into their constitutions similar provisions that are motivated by a single
concern.103 The approach suggested by Mutua and Howse seems to suggest that it is possible
to evolve a unitary international system without having to negotiate a treaty. The problem is
that as observed above, many international institutions still operate in silos presenting a

major challenge in this regard.

In line with the above views, Hestermeyer observes that there is a strong presumption
against conflict under international law, which means that it is possible to interpret WTO
norms in a manner that avoids conflict or tension with other international rules including

human rights law in line with the provisions of Article 31(3)(c) of the VCLT.104 Already, this

100 As above.

101 As above.

102 As above.

103 MD Varella ‘Central aspects of the debate on the complexity of international law’ 27 Emory International
Law review 1, http://law.emory.edu/eilr/content/volume-27 /issue-1/recent-developments/aspects-debate-
complexity-international-law.html (accessed 19 July 2017).

104 Sellin n 15 above, 251-253.
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has led to discussions about the meaning of TRIPs Agreement objects and purpose as well as
its flexibilities including in various human rights documents including General Comment
15.105 What is more the concept of balancing private and public rights is also present in
intellectual property law because of the limited monopoly period granted for inventions in
return for public disclosure which is beneficial in the long term.106 However, despite the
existence of overwhelming ‘soft law’ supporting harmonious interpretation of WTO rules
and human rights rules under international law, there is still no legal obligation on the State

or the WTO to do so0.107

2.4.3 The critical issue of functional versus normative hierarchy

The trade and human rights matter is perplexing since the normative hierarchy between
trade and human rights is very different from the factual hierarchy of trade and human rights
since the latter clearly favours the WTO regime with its strong adjudication and enforcement
mechanism.108 It is because of this factual hierarchy that trade enjoys over human rights that
other scholars have argued for the direct enforcement (as opposed to harmonious
interpretation) of human rights within the WTO system to promote coherence. According to
Hestermeyer, the question of applying human rights within the WTO system can arise in two

different procedural constellations:

(1) a Member could invoke its human rights obligations in its defense against a claim that it
does not provide for (sufficient) protection of pharmaceutical patents in violation of the
TRIP[s] Agreement; or (2) a Member could commence a WTO dispute settlement proceedings
against another Member that does grant pharmaceutical patents, alleging a violation of that
Member’s human rights obligations.109

From the above, there are two ways in which human rights can be raised within the WTO
system. The first is through a member state defending itself before the dispute settlement

tribunal. The second option is by way of another state complaining about another member

105 As above, 252-258.

106 As above, 255.

107 As above, 257.

108 H Hestermeyer Human rights and the WTO: The case of patents and access to medicines (2007) 207-292.
109 As above, 208.
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state’s neglect or violation of its human rights obligations within the dispute settlement

tribunal.

The above issue according to Hestermeyer has been discussed in five different ways as
follows: the WTO as a stand-alone independent institution with its own rules and way of
doing things independent from other international institutions and norms; minimal
application of non-WTO to interpret WTO rules; WTO rules take precedence over non-WTO
rules in case of conflict; the application of general international law governing conflict of
norms in dispute settlement in case of conflict; and the need for Dispute Settlement

Understanding (DSU) to enforce other norms over and above WTO rules.110

Consequently, there is still no consensus as to how human rights can be entertained within
the WTO system. However, since options exists through which human rights can be
introduced within the WTO a lot will depend on the innovation of the judges sitting at the
dispute settlement tribunal. Hestermeyer concludes along these lines by observing that the
decision to enforce human rights law within the WTO system is entirely in the hands of the
judges and especially the members of the WTO Appellate Body to courageously hold

members accountable for their legal obligations.111

As a first step therefore it would be crucial to reform the influential WTO dispute settlement
mechanism because it is made up of trade experts and lawyers with no broad training on
human rights or judicial training and therefore incompetent to decide on the conflict
between human rights and trade.112 The result is that the coherence approach cannot achieve
far reaching radical transformation of the trading system and instead a more subtle ‘cross-
pollination’ is preferred.113 Yet, coherence can also be achieved if the WTO dispute settlement

bodies were in a position to interpret WTO rules in a manner consistent with human rights

110 As above, 209-210.

111 As above, 292.

112 S Fredman Human rights transformed: Positive rights and positive duties (2008) 53. Another potential
challenge relates to the lack of transparency of the WTO dispute settlement process.

113 G Marceau ‘WTO dispute settlement and human rights’ (2002) 13 European Journal of International Law 4,
https://academic.oup.com/ejil/article/13/4/753/362707 /WTO-Dispute-Settlement-and-Human-Rights (19
July 2017).
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norms.!14 The Doha Declaration on TRIPS and Public Health is a good example of such a
possible content reading of WTO provisions taking into account relevant human rights

law.115

The WTO therefore opened a Pandora’s box when it begun engaging into issues of
intellectual property rights and therefore there is no justification for leaving out human
rights and labour rights.116 Indeed, the task at hand is not an easy one. According to Kong, the
adoption of a ‘human rights approach to any particular multilateral trade agreement will
amount to amending the agreement. Unless a consensus is reached among WTO members,
the idea of a human rights approach to trade is a non-starter, and its enforcement is simply

out of the question.’117

2.5 Human rights and social learning theory in trade

The model of human rights as a trigger of social learning in trade is currently being
propounded by various actors especially in the context of HRIA.118 The present model is
believed to be a solution to some of the weaknesses mentioned in other models and
especially in relation to the transformative role that human rights should achieve in the
trading system by imposing a ‘new thinking’.11 Human rights rules and principles in the
context of trade should therefore form the basis of producing new policy ideas to
fundamentally question the present assumptions that has hindered progress in society.120
Consequently, human rights should play an important role in the ongoing revolution in the
trading system because ‘even if human rights are at present not a source of new policy ideas
but its intervention into the trade policy debates perform the crucial function of providing a

trigger for policy learning, and help to create the conditions in which learning is more

114 As above.

115 As above.

116 P Alston ‘Resisting the merger and acquisition of human rights by trade law: A reply to Pertersmann’ (2002)
13 European Journal of international Law 818.

117.Q Kong ‘A human rights approach to trade? Some reflections: Commentary on Joost Pauwelyn’ in T Cottier,
] Pauwelyn, & E Burgi Human rights and international trade (2005) 235.

118 Lang n 1 above, 101.

119 As above. According to Lang ‘new thinking’ means ‘new ideas about the kind of trade policies which are
desirable and legitimate, and about the kind of governance structures through which political power is
constituted and exercised in the trading order.’

120 As above.
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likely.121 The continued engagement of human rights in trade is therefore the only realistic
avenue through which the ideas can evolve in order to achieve ‘rational and desirable’
policies in the trade sector.122 The way human rights may achieve this is by targeting the
causal beliefs of policy makers.123 In addition, it may be necessary to also target the causal
understandings of the dynamics of the politics in the trading system.12¢ Learning therefore
involves a change in both of the above set of beliefs or it may involve changes in policy
beliefs.125s With regards to the change in policy beliefs, this can be discussed at various levels
including the following levels: ‘lowest, deeper and deepest’.126 With regards to the ‘lowest
level’ the idea is that one changes the dominant views prevailing policy goals.12” With regards
to the ‘deeper level’ this involves a change to ‘strategic policy beliefs’ such as the belief that
in order for liberalization to be most effective then there must be also reciprocal trade
concessions.128 Lastly, at the ‘deepest level’, learning involves a change of the goals that

underpin decision-making in trade.129

The current trading regime at the international level has a number of features which may
inhibit learning, which should be the focus of human rights movements in terms of helping
to overcome.130 One of the barriers in the trading system at the international level is the lack
of appropriate monitoring mechanisms to assess the outcomes of a particular policy choice
in order to feed into the policy formulation and re-formulation procedure.13! Human rights

actors can therefore help overcome this weakness by gathering and compiling relevant

121 As above.

122 As above.

123 As above, 102. Here, Lang notes that ‘[c]Jontemporary ideas about desirable trade policy rest on particular
understandings of the economic dynamics of the trading system[.]’

124 As above.

125 As above.

126 As above.

127 As above. At the WTO level, this involves changing ideas about the appropriate bargaining positions to take
within multilateral trade rules. In a domestic context, it may involve refining the nature, scope and sequencing
of programs of liberalization as well as the broader policy environment in which liberalization is carried out.
128 As above.

129 As above. Lang noted that a variety of different overarching goals of the post-war trading regime have been
given different emphases at different times. These include, among others, the reconstruction of post-war
Europe, the maintenance of international and domestic economic stability, the generation of a global market in
goods and services, and the efforts to drive global economic growth.

130 As above, 103.

131 As above.
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information of the outcomes being registered under the international trading system and
presenting this information coherently to trade policy makers who may then get the impetus
to learn from it.132 Another way human rights movement may facilitate learning is by
questioning the broad values and beliefs that underpin the trading system and the
responsibilities that trade policy makers are supposed to play.133 Human rights may aide in
thinking about the means and ends of policy in trade by using ethical criteria to justify trade
policies and activities.134 In this regard, if trade is supposed to increase wealth perhaps the
‘success’ of trade needs to be examined by looking at measures of income distribution rather

than overall economic growth.

Lastly, the human rights framework can help overcome cognitive frameworks that are
resistant to change by for instance providing an alternative environment to discuss the
current trade framework.135 Human rights actors as such can create knowledge.13¢ This
knowledge created by human rights actors can afterwards be used to influence the trade
sector and if successful redefine it.13? When human rights actors engage in the analysis
concerning the human rights impact of the trading system as done in this study, among
others, they also facilitate the ‘production of social knowledge; generating shared narratives;
synthesizing some kind of consensus about how certain aspects of the trading system
operate; and selecting, reframing and imparting new meaning to information produced by
various kinds of trade policy experts.’138 At the heart of this model therefore is the generation
of knowledge that is new about the trading system, which can create an impact in either of

the following ways:

The knowledge thereby produced can, of course inform the actions of policy-makers directly,
helping them to reformulate their strategies and their policy preferences. Just as important,
however, is the destabilizing role it can play in respect of traditional trade debates. New
frameworks facilitate the reconsideration and renewal of contemporary trade policy
knowledge by highlighting its (inevitable) cognitive limitations, and by demonstrating that

13z As above.
133 As above, 104.
134 As above, 105.
135 As above, 106.
136 As above, 107.
137 As above.
138 As above.

54

© University of Pretoria



UNIVERSITEIT VAN PRETORIA
UNIVERSITY OF PRETORIA
YUNIBESITHI YA PRETORIA

(e

traditional trade experts do not have monopoly on the truths which can be told about the
trading system.139

As noted above, the proper theoretical framework suggested for HRIA is human rights as a
trigger for social learning in trade. Forman observes that HRIAs should be ‘best understood
through theories of rights as drivers of social change’.140 She further observes that the
constructivist theories of socially driven norm diffusion is appropriate for HRIAs because
they ‘suggest similar processes whereby norms are advanced by norm entrepreneurs and
transnational networks, leading to the emergence of new rules and their internalization as

they are adopted as collective understanding.’141

The interpretation of this is arguably that human rights ideas must be advanced by various
stakeholders including norm entrepreneurs and transnational networks in order for them
to be implemented. In other words, norms cannot implement themselves. In this regard,
HRIA should play ‘a more subterranean role by diffusing and internalizing human rights
norms around medicines.’t42 This means that HRIAs can be used as tools for implementing
human rights norms by various stakeholders. Policy makers should ideally then be forced to
adhere to the relevant human rights obligations of the state especially where there is a

danger of being sidelined.143

The role of right to health impact assessment as explained above is to therefore ensure that
when trade policy makers are making their decisions, they should be made aware of the
implications including in the context of human rights. To the extent that the target is policy
makers, then right to health impact assessment (RHIA) is a trigger of policy learning in trade.
As stated above, in Kenya, human rights are not mere suggestions (as a state party to
numerous human rights treaties these are legal obligations, which are also included in the

Constitution, 2010) but they are indeed fundamental building blocks of the Kenyan society

139 As above.

140 [, Forman ‘From TRIPS-plus to rights-plus? Exploring right to health impact assessment of trade-related
intellectual property rights through the Thai experience’ (2012) 7 Asian Journal for WTO & International Health
Law 355. According to Forman, the constructivist theorists ‘suggest similar processes whereby norms are
advanced by norm entrepreneurs and transnational networks, leading to the emergence of new rules and their
internalization as they are adopted as collective understanding.’

141 As above.

142 As above.

143 As above, 355.
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and HRIA are therefore not an option but a fundamental part of decision-making tools
available for all policy-makers. The tragedy today is that many policy-makers are yet to
adjust to the new constitutional order and do the right thing and thus the need to think

creatively about the issue at hand.

Lastly, the impact of human rights knowledge goes beyond just creating new thinking but
also extends to challenging and disrupting existing ways of doing things in trade including
the way thinking in trade happens. The fact that this study proposes the utilization of the
right to health impact assessment in the context of pharmaceutical trade policies may be a
trigger of new thinking in Kenya amongst trade policy-makers. Whether or not it will create
change is yet to be seen. However, since the trade policy makers are yet to consider HRIA
there is need to explore more theories to strengthen the case for the implementation of HRIA.

One way to do this is to refer to market theories as discussed below.

2.6 Market theories of Human rights impact assessment

The study has explored the human rights-based theories in relation to HRIA. It is argued in
this study that not all theories there are inherently defective but it may not motivate a trade
policy maker or government that has practiced a strong free market ideology in its trade
sector. For a long time, Kenya has practiced and applied free market ideology and it is still
arguable that the 2010 Constitution has succeeded in changing that. In this section, the study
therefore considers two market-based theories that could be applied in the context of HRIAs,
namely: semiotic methods; and rational theory of morality. It should be noted that linking
market theories to HRIA is a unique contribution of this study and is therefore one of the
original contributions of this thesis. The main argument here is that in a strong free market
society, one of these two market-based theories may be more convincing to the authorities

than human rights-based theories.
2.6.1 Semiotic methods

One of the market theories that could work to support the HRIA in the trade context is the
semiotic method. The semiotic method allows actors to reflect on the social and cultural

consequences in the context of invoking and validating economic assumptions in law and
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social institutions.1# The semiotic method goes beyond efficiency as an end in itself and
proposes the consideration of the social significance of a particular policy proposal in the
economic sector. In this regard, this method focuses not only on ‘what might be efficient, but
on what the social significance might be of declaring an efficiency criterion to be of primary
significance in determining social policy.’145 The semiotic approach to law and market theory
requires one to consider the significance of an interpretive shift away from the critical
theorists that offer a radical critique of current market exchange networks.146 Consequently,

in a semiotic approach to law and market theory

it is important to consider the significance of such an interpretive shift. As a rhetorical
strategy for reforming the patterns and networks of exchange, critical theory presents an
alternative system for allocating scarce resources and access to political authority. It does
this by grounding the critical frame of reference in values that support subjectivity, instinct,
inequality, exclusion, and group identification.147

In essence therefore, the semiotic method of analysis is purposive in that it aims at
addressing some of the gaps available in market methods. While this model can be modified
to fit the purposes of this study, it is not based on human rights or morality. It fails to provide
a clear explanation as to when it may be suitable for instance to invoke morality or virtues
in a market context. The theory is only good in so far as it is used to evaluate economic
policies in relation to the social impact in society. Because of the weaknesses stated above,
this study considers the second market theory, which is the rational theory of morality in the

next section.

2.6.2 Rational theory of morality

The rational theory of morality is advanced by Coleman. Coleman begins by acknowledging
that there seems to be an inherent conflict between rationality and morality defined as utility

maximization and constrained utility maximization respectively.148 Using these definitions,

144 RP Malloy Law and market economy (2000), 26.

145 As above.

146 As above, 27. According to Malloy, these theorists do so using an interpretive framework that rejects the
ideas of objectivity, neutrality, rationality, equality, reciprocity, and self-interest.

147 As above.

148 | Coleman Markets, morals and the law (1998), 311. According to Coleman, the rational actor seeks to
maximize his net (expected) utility and the moral actor sometimes acts so as to constrain the utility-maximizing
behavior.
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one can easily see the contradiction between morality and rationality in that ‘a purely
rational individual, at least sometimes, must act immorally; the purely moral individual, at
least sometimes, must act irrationally.’t49 Notwithstanding this, in recent literature it has
been shown that rationality and morality are not only compatible but that it is also possible
to derive morality from rationality.15° To the extent that this is possible then this study could
benefit from such a theory without imposing it on trade policy makers who are predisposed

to acting rationally as opposed to irrationally.

Coleman argues that in order for one to derive morality from rationality ‘the theory of
rationality must generate both the substantive and motivational components of moral
theory.’151 Accordingly, the substantive aspects of a moral theory specifies the content of the
principles of morality whilst the motivational aspects explains why a rational person would
comply with the principles specified by a substantive theory. The substantive part will be
tackled in the next section dealing specifically with the right to health whilst the motivational

aspect of the morality theory will be explained in this section below.

Coleman uses contractarian terms to explain that ‘under conditions of perfect competition,
the individually rational, self-interested behavior of all agents induces a Pareto-efficient
outcome...in optimal equilibria, therefore, each actor does as well as he can - that is, his
utility is maximized subject to the utility maximization of others.’152 It will be irrational to
impose restrictions if all individuals are performing at an optimum level.153 Consequently, it
follows that ‘[u]nder conditions of perfect competition...the rational actor has no incentive
to adopt constraints, moral or otherwise, on his utility-maximizing behavior. Compliance

with moral principles would be irrational.’154

Coleman further argues that in situations of market failures where conditions of perfect
competition are non-existent, the reverse is true.155 In this situation, ‘the self-interested,

utility-maximizing behavior for each individual leads to a Pareto-inefficient outcome - that

149 As above.
150 As above.
151 As above.
152 As above, 312.
153 As above.
154 As above.
155 As above.

58

© University of Pretoria



UNIVERSITEIT VAN PRETORIA
UNIVERSITY OF PRETORIA
YUNIBESITHI YA PRETORIA

(o<

is, one in which at least some individuals could be made better off without worsening the
conditions of others.’156 Constraining the utility-maximizing behavior may lead to better
results for the individual than if he continues pursuing the unrestrained path.157 Cole further

observes that

[b]y introducing constraints on the utility-maximizing behavior of individuals, it may be
possible to secure Pareto-efficient outcomes in which an individual fares better than she
would were she to act as an unconstrained utility maximizer. There would then be a rational
motivation for compliance with normative, possibly even moral, principles which requires
constraint.158

The above quote is relevant because it demonstrates that norms and morality can become a
rational motivation for actors when their utility-maximizing behavior becomes Pareto-

inefficient.

Accordingly, Coleman notes that morality is a potential solution to the problem of market
failures because it is introduced to govern social interactions only under conditions of
market failure, in which it is rendered fundamentally instrumental.15® Morality must be both
individually and collectively rational if it is to be a viable solution to the problem of market
failure.1¢0 The contingency upon which this solution relies on is that markets are never

perfectly competitive.161

In addition to the market model of morality, market failure can also be addressed using
political coercion.1é2 In this regard, Hobbesian political contractarianism just like market
model of morality characterizes the state of nature as a failed market.163 Consequently,
morality and politics are supposed to be alternate solution to the problem of failed
markets.164 This is done by way of bridging ‘the gap between the inefficient equilibrium of

the state of the nature and the potential Pareto-efficient equilibria unavailable if individuals’

156 As above.
157 As above.
158 As above.
159 As above, 313.
160 As above.
161 As above.
162 As above.
163 As above.
164 As above.
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do not cooperate.165 In the context of failed markets, it is only when individuals act to
constrain their utility maximizing behavior that efficient, mutually beneficial gains will be

available.166 The difference however is that

while political contractarianism endorses a political or coercive remedy, moral
contractarianism offers a moral one. Where political contractarians claim that state coercion
is necessary to prevent individuals from unrestrained pursuit of their self-interest, moral
contractarianism claims that individuals rationally and voluntary will choose to constrain
their behavior, thus rendering a political solution otiose.16”

The crux of Coleman’s thesis is that in the context of market failure, two solutions are often
made available, namely: politics; and morality. However, the difference is that political
solutions will require coercion but a moral solution will only need that individuals ‘rationally
and voluntarily choose to constrain their behavior’.168 In other words, the moral solution to

the market failure does not require the use of state coercion to correct the failure.

The above theory is relevant in this study because it allows for the application of moral or
human rights norms in an environment where rational behavior or free market ideology is
highly valued. In this regard, the theory of morality and rational choice is sufficient
motivation to rational actors to constrain their utility-maximizing behavior because such
behaviors will only lead to the opposite of what they intend to achieve, which is Pareto-
efficient outcomes. Therefore, to achieve the outcome they desire, trade policy makers

should adopt morality, which is an inefficient but necessary solution to market failures.

The question that remains to be answered however is whether it is possible to introduce
moral principles in law. In explaining how moral principles can enter the law, Kramer
observes that any Rule of Recognition must be able to instruct officials to handle all cases ‘by

applying moral norms that produce the optimal result in the circumstances.’1¢° This would

165 As above.
166 As above.
167 As above.
168 As above.
169 MH Kramer Where the law and morality meet (2004) 29.
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therefore mean that trade policy makers should be able to apply moral standards when it is

optimal to do so including in relation to the TRIPs Agreement.

2.7 Conclusion

The theories that can underpin the use of HRIAs can either emanate from human rights
theories or the market theories discussed above. In terms of human rights theories, the
human rights as a trigger for social learning theory appears to be appealing in relation to
HRIA in trade but it has failed to attract many governments, including Kenya, that has
practiced free market ideology for a long time. Therefore, market theories are equally useful
in terms of motivating policy makers to implement human rights or morality in relation to
trade by clearly explaining circumstances when it is consistent with rational behaviour and
when it is not, which is in sync with free market ideology. In this regard, HRIA is a tool that
may be used to respond to specific challenges in relation to international trade rules such as
the adverse impacts of pharmaceutical trade policies on access to medicines. It should
therefore not be used in generic terms for instance in countries without serious access to

medicines problems. It is therefore apt to use in developing countries for this reason.
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CHAPTER THREE: THE TRADE RELATED ASPECTS OF INTELLECTUAL
PROPERTY RIGHTS AGREEMENT AND ACCESS TO MEDICINES IN
DEVELOPING COUNTRIES

3.1 Introduction

The previous chapter discussed the relevant theories in relation to human rights impact
assessment (HRIA) in relation to access to medicines. In addition to human rights theories,
it emerged that market theories could be used to underpin the utilization of HRIA and
specifically in relation to HRIA conducted by or on behalf of the government. Market theories
including rational theory of morality as expounded by Coleman is particularly suitable in the
context of a strong free market as opposed to human rights ideology in trade affairs. Kenya
is arguably a country that has conducted its trade affairs on the basis of free market ideology
and may therefore be more receptive to market theories of HRIA as opposed to human
rights-based theories. Consequently, in order to be able to rely on the rational theory of
morality, a situation of market failure must exist. In this chapter, the study explores whether
the Trade Related Aspects of Intellectual Property Rights (TRIPs) Agreement may qualify as
a situation of market failure and therefore justify the use of HRIA by assessing its adverse
effects on access to medicines in developing countries. If the answer emerges that the
implementation of the TRIPs Agreement is indeed beneficial to developing countries in
terms of its impacts then it may be difficult to argue for the use of HRIA, which is utility-
restraining and therefore inefficient. However, if the answer is that the TRIPs Agreement
indeed adversely impacts on access to medicines in developing countries then the utilization
of HRIA by trade policy makers may be justified and defended as a rational behavior in line
with free market ideology. Acting inefficiently in such contexts minimizes the adverse
impacts while at the same time safeguards other state interests including human rights and

access to medicines.

This chapter has the following key sections discussed separately below: globalization;
intellectual property trade rules in developing countries; international trade rules and

access to medicines; as well as the available options for resolving the problem of access to
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medicines in developing world. From these sections, it emerges that the implementation of
the TRIPs Agreement does not serve the interests of developing countries as much as it does
rich countries but rather produces many adverse impacts that developing countries must

deal with whether they like it or not.

3.2 Globalisation and World Trade Organization

Before discussing TRIPs Agreement, it would be important to put everything into
perspective first. The current discourse on international intellectual property rights rules
implementation via the TRIPs Agreement is not happening in a vacuum but in the context of

globalisation and trade liberalization as mainly championed by the WTO.
3.2.1 Globalisation and pharmaceutical market failure in developing countries

At the foundation of this study is the phenomenon of globalisation, which has many
definitions. In this study, globalisation is ‘the process by which the globe is rapidly becoming
single, fused economic unit-driven partially through the formation of regional trading blocs
but increasingly across the globe.’t This definition presupposes the elimination of barriers to
market access. Hughes notes that globalisation may take different unique qualities; which is
that it may liberate and empower or it may be responsible for the economic marginalization
and exclusion of individuals, communities, and countries especially developing countries.z In
this regard, it is clear that the exclusion perpetrated by globalisation transcends many layers
including individuals, communities and countries. In this thesis therefore even though the
spotlight is on Kenya as a country the actual focus is on the poor communities and individuals

who have been marginalised and excluded by the current global system.

Globalisation can be said to have historically developed in three main stages. The first stage
started with colonialism, which saw the movement of capital moved from one country to

another and the establishment of this phenomenon as an important political and economic

1 L. Hughes ‘The international Jim Crow: Globalization, poverty and contemporary expression of racial
discrimination’ in ] Oloka-Onyango Battling over human rights: Twenty essays on law, politics and governance
(2015) 59.
Z As above.
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force in non-Western countries.? It therefore emerges from the foregoing that globalisation
has its roots in colonialism. The second stage of globalisation led to the development of
international human rights and the rise of global civil society to counter hegemonic Western
powers.* From the second stage it appears that the main concern was hegemony which was
being entrenched by Western powers and human rights became the tool of choice utilised by
global civil society to oppose the Western hegemony. Lastly, arguably, the second stage and
the third stage has run concurrently in terms of the age of late capitalism whereby with the
rise of multinational hegemons and the dominance of international financial institutions as
supranational centres of authority.> The idea here is that the states have taken a backstage
over the years and the traditional role played by states in the economy is now substituted by
supranational institutions like the WTO and multinational corporations, coming mainly from
developed countries. The challenge however is that the third stage has come with
revolutionary benefits to humankind there is also the other side of it, which is that a minority
groups that is racially, sexually or economically dominant have benefited at the expense of

others.6 Consequently,

Globalisation has transformed the way in which dominant forces in the global economy have
defined their interests in the world outside of their own home base. In earlier economic
phases, these forces were focused on ensuring access to cheap raw materials in the periphery
as well as whatever access they could get to foreign commodity markets that was compatible
with ensuring protected access to their economy at home. They are no longer focused on this.
The agenda now of transnational capital is to look for a much broader and far-reaching
breakdown of borders as well as removing obstacles to setting up production processes in
any part of the world.”

The above quote appears to suggest that the process of globalisation is still ongoing and more
changes will be seen in terms of how transnational capital is deployed at the global stage,

which is increasingly becoming one big integrated market.

Where do developing countries fit in all this? Mutua observes that the form of globalisation

which is being promoted by the WTO is disproportionately and negatively affecting third

3 As above.

4 As above, 60.

5 As above.

6 As above, 61.

7T Mentan The State in Africa: An analysis of the impact of historical trajectories of global capitalist expansion
and domination in the Continent (2010), 36.
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world countries even as it seeks to preserve the interests of the US and Europe (especially
Britain and France).8 Another indicator of the place of developing countries can be inferred
by looking at the work of the global civil society as subsequently discussed. In the period
1995 to 2000, a lot of activities including workshops, street marches, blockades and
occupation of streets were initiated and implemented by hundreds of protestors against the
meetings of the WTO in Seattle because the WTO was perceived to be serving the agenda of
multinational corporations.® The main message of the protestors was that they wanted ‘fair
trade, not free trade’.1° The resolve of the protestors was supported by the adverse impacts
that free trade had already had in poor countries and for the benefit of multinational
corporations, which scoured ‘the world for cheap labour, driving down living standards and
undermining hard won social victories in rich and poor countries alike.’t? The effect of
globalisation in developing countries is therefore disproportionately perverse. Developed
countries have not been spared as well but their situation is comparatively mild. To be fair it
is crucial to note that social inequities did not start with globalisation since stratification by
class, country, gender, race and other social categories started long before the era of
supranational institutions.1? The impact of globalisation is therefore to contribute and

reinforce social inequities in relation to class, country, and urban/rural divides.13

Walby distinguishes between opposition to globalisation as a whole and its form and notes
that global waves of social and political movements are part to the changes that constitute
globalisation.1* As such, some movements including environmentalism, anti-neoliberalism,
feminism, and human rights may appear to be opposed to globalisation, but often they are
primarily opposed to the form that globalisation is taking.15 The form globalisation is taking
is not an automatic process. It can be argued therefore that the form globalisation takes may

be influenced by two factors, namely: societalisation; and hegemony.l¢ Walby defines

8 M Mutua Kenya’s quest for democracy: Taming leviathan (2008) 281.

9 R Burbach Globalisation and postmodern politics: From Zapatistas to High-Tech Robber Barons (2001) 101.
10 As above.

11 As above.

12 JA Scholte Globalization: A critical introduction (2000) 235.

13 As above, 236.

14 § Walby Globalization & Inequalities: Complexity and contested modernities (2009) 45.

15 As above.

16 As above.
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societalisation as ‘a process in which a set of principles or an identity, is generalised
throughout a social system, so that the whole system becomes self-reinforcing.’t” In this
regard, Walby argues that systems such as globalisation are created (as opposed to pre-
given) over a long period of time and in most cases it has to compete with other agenda of
societalisation projects in its entirety meaning that it can be replaced or it is never really
completed throughout its existence because of the competition.:® The implication of this is
that globalisation as we know it today can be challenged and eventually changed if enough
people decide to do so including through embracing human rights ethical principles in order

to promote fair trade as opposed to free trade.

The above position is however dependent on the position of hegemons who will always
attempt to shape global rules to suit the characteristics of the dominant hegemon and
therefore ensure their maximum benefit at the expense of all the other players.1? Walby
contends that the concept of hegemony is important because it at the same time captures
other notions of asymmetry, power, and consent which are always reflected at the
international level.20 This concept can therefore be used to understand how the WTO system
works.2t Globally, the current hegemons are mainly the United States (US) and European
Union (EU) who will always attempt to influence global rules in their favour at the expense
of everyone.22 Consequently, Kenya should be careful in the context of EU East African

Community Economic Partnership Agreement (EU EAC EPA) that it recently ratified.

3.2.2 Globalisation, social movements and human rights

Due to its impact especially on poor people in developing countries, globalisation has been
opposed in many quarters. Consequently, the other issue that arises in the context of

globalisation is the place of morality or human rights as championed through the fair trade

17 As above, 45.

18 As above, 45-46.

19 As above, 46.

20 As above.

21 As above.

22 AS Taubman ‘TRIPs goes east: China’s interests and international trade in intellectual property’ in DZ Cass,
BG Williams & G Barker (eds) China and the WTO Trading System: Entering the new millennium (2003), 433.
China has a potential to become a hegemon in the near future if it is not yet one in fact.
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as opposed to free trade ideology. Falk explores this issue by introducing the concepts of
power of rights and right of power in his book.23 Falk observes that human rights is always
in motion because values change and social movements emerge and therefore whilst in the
past human rights focused on limiting state power today the focus is transboundary or
global.2¢ The role of the global media and internet means that the movement of human rights
is faster and it can change its character and locus very quickly to cover the entire world
especially where an effective form of global governance is missing as it is today.2s The
ineffectiveness of the globalisation as a global governance programme has been described

throughout this study. In a nutshell, it is about democratic deficit as explained below:26

Unless the emergence of an effective form of global governance is adequately democratised
it will not only reproduce existing acute inequities and exploitative patterns of the present
world order, but will almost certainly intensify these malevolent features.2’

The quote above shows that only democratic forms of governance can deal with the
problems facing the world today including inequity and exploitation and that anything else

will only make the situation worse.

In the ensuing situation, Falk observes that a tension exists in terms of rights and power
under the headings of power of rights and the rights of power.28 This can be contrasted by
the concept of hegemon already discussed separately above in the previous section. Under
this concept it is expected that the ‘rights of power prevail over the power of rights almost
always when strategic interests of major state actors are at stake, and this is true whether
the orientation towards world politics reflects a realist or a liberal internationalist
persuasion.’?? The reality of today is however that the power of rights is still relatively
weaker when compared to the rights of power in a variety of settings including at the

international level.30

23 R Falk Achieving human rights (2009).
24 As above, 8.

25 As above, 13.

26 As above.

27 As above.

28 As above, 24-25.

29 As above, 25.

30 As above.

67

© University of Pretoria



TEIT VAN PRETO
Y OF PRETO
ITHI YA PRETO

mn
«Z

It is because of this weakness that globalisation movements in the South are trying to
augment the power of rights to counter the rights of power in relation to polices bearing on
economic and social justice.3! It is therefore not uncommon to see social movements rely on
the right of power including by way of appropriation of rights and norms to promote current
geopolitical objectives even as ‘the power of rights confers a normative edge, with a still
under-utilised potential for moral and legal mobilization in the struggle to achieve global
justice and a humane political order.’s2 The idea is that the use of power of right is usually
relevant only where the rights of power fail to deliver justice as has been the case with the
work of transnational civil society movements participating in counter-hegemonic
creativity.33 Since the right of power is already well financed and motivated the challenge at
hand is therefore to motivate the power of rights in order to produce the right struggle,

which is necessary for progress.3+

Lastly, it can argued that globalisation has reduced the power of state and increased the
power of non-state actors including multinational institutions.3s In this scenario, the state is
virtually impotent even as non-state actors including multinational corporations backed by
rich countries have become more and more powerful.3¢ The emergence of the global civil
society is meant to check this growth however their efforts are sometimes undermined by
the fact that many of these civil society organisations still have to overcome certain
important questions as to whether they are free of the structural prejudices and elements of
discrimination that they have blamed on others before and specifically the hierarchy of race,
gender, ethnicity and class.3” Despite these challenges, there are at least two reasons why
global justice is important: human rights instruments per se cannot be reduced to
instruments of realpolitik, Euro-American hegemony or globalised capital; and global justice

is strategic in that it allows progressive forces to use legal means to rein corporate and state

31 As above, 26.

32 As above.

33 As above, 37.

34 As above, 38.

35 Hughes n 1 above, 70.
36 As above, 71.

37 As above, 76.
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power along democratic and egalitarian lines.38 In line with the need to motivate human
rights actors including trade policy makers, a critical focus should be on implementation of

human rights norms in practice. Accordingly,

human rights only matter to the extent that agents put them into practice via forms of socio-
political and ethical action that challenges relations of domination and contribute to
systematic change, thereby protecting persons and groups from mass, severe and structural
injustices or, more affirmatively, contributing to meeting human needs and making human
capacities flourish. Further, considering the ever widening gap between the rhetorical
presence of human rights on the one hand, and the reality of severe and pervasive violations
of such rights in the world on the other, formalist arguments appear to have reached the
threshold of their effectivity.39

The above quote is simply calling for a more practical approach as opposed to dogmatic
approach to human rights. In essence, therefore, there has been more dogma in the area of
human rights and this has inhibited its impact. In this regard, Kurusawa further observes
that emancipatory projects should be linked to human rights because there are prospects in
shifting ‘of analytical focus from formalist arrangements to practices of global justice that
through which groups and persons may use human rights discourses and established human
rights institutions strategically.’+ So far there has been more response by global civil society.
This challenge is now being put squarely in the path of the state and especially trade policy
makers. It is no longer tenable that the state absconds from its duty to fight injustice as its
people suffer. The state still retains the primary responsibility to act in the best interest of
its citizens and the market theories of morality discussed in the previous chapter has
revealed that the state doesn’t have to act in a manner that is always inconsistent with its
interests even in situation of market failures. Human rights norms are therefore one way a
state may respond to a situation of market failures including in relation to globalisation

without undermining the market or other critical state interests.
3.2.3 Globalisation and intellectual property rules

In the context of intellectual property rights, what globalisation has done is to influence a

paradigm shift since monopoly rights are granted on the basis of ideas rather than specific

38 F Kurusawa The work of global justice: Human rights as practices (2007) 203 Cambridge University Press.
39 As above, 195-196.
40 As above, 203.
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products as was the case in the past.4! In the nineteenth century, patents were not issued on
ideas but specific products, which situation changed and today patents are mainly issued on
ideas and specific areas of knowledge; and, in some cases they have more market value than
even the final manufactured product.#2 The result of this is arguably that intellectual
property rights are essentially meant to benefit ‘corporatized, post-modern economies.’s3
According to Gervais, the net effect of TRIPs Agreement is a valid assumption in terms of the
outflow of royalty (rent) payments form mainly developing countries to developed nations
including because of the ‘patents and trademark rights of the pharmaceutical industry or
copyright rights of the software, entertainment, and publishing industries.’+4 In this matrix,

WTO members can generally be grouped into four categories as follows:45

1) Industrialized nations, beneficiaries of additional rent made possible by TRIP[s]-compliant
protection; 2) Developing countries where innovation benefits outweighs additional rent
extraction by Group 1 made possible by TRIP[s] [arguably China]; 3) Developing countries
where additional rent extraction by Group 1 made possible by TRIP[s] outweighs innovation;
4) Least-developed countries, below the threshold at which substantial industrial innovation
benefits are likely to develop but now also exempted from most TRIP[s] obligations
[especially the waiver on the protection of pharmaceutical patents from 1 January 2016 to 1
January 2033 pursuant to the decisions of the TRIPS Council of 27 June 2002 and 11 June
2015 respectively] (and consequently free from IP-generated additional rent extraction at
least in theory).’

Kenya is a developing country, group 3, and as such does not enjoy the 11 June 2015 TRIPs
Council’s waiver and as such is exposed to rent extraction generated by intellectual property
rights protection. Gervais contends that ‘the aim of the global development agenda should
be to move as many countries as possible from Group 3 to Group 2. This can be achieved in
part by measures to limit welfare impacts of TRIPs.#¢ The welfare impact of the TRIPs
Agreement in Kenya includes lack of access to medicines. However, in the long term it can be

sustained only by developing domestic industrial innovation potential.4” What this means is

41 Burbach n 9 above, 57.

42 As above.

43 RL Gana ‘Has creativity died in the third world? Some implications of the internationalization of intellectual
property’ as quoted in Hughes n 1 above, 66.

44 DJ Gervais ‘TRIPS 3.0: Policy calibration and innovation displacement’ in C Thomas & JP Trachtman (eds)
Developing countries in the WTO legal system (2009) 390.

45 As above.

46 As above, 391.

47 As above.
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that a country can turn its fortunes in the context of globalization by developing a domestic
industrial potential but the first step is to protect its welfare including access to medicines.
In this regard, Kenya'’s path from Group 3 to Group 2 will require that it minimizes adverse
impacts on access to medicines in the short term and develops domestic pharmaceutical

companies in the long term.

3.3 International intellectual property rules in developing countries

So far, the study has discussed the issue of globalisation in different contexts. The main
argument in the previous section is that globalisation as the current model of governance
has failed to eliminate marginalization, inequalities, and exploitation especially in
developing countries. This failure is particularly more pronounced in the context of
intellectual property rights rules and specifically the TRIPs Agreement. Consequently,
developing countries should at least work towards minimising the welfare impact of the
TRIPs Agreement in the short term, even as it works towards developing domestic
pharmaceutical capacity in the long term in order to address the problem of access to
medicines. The use of human rights norms is therefore at the core of the strategies to be
undertaken by a developing state at least in the short term to ameliorate the welfare impacts

that may arise as a result of globalisation and specifically TRIPs Agreement implementation.

Before delving into the two issue of welfare impact and the development of domestic
pharmaceutical capacity, this study reviews some international trade theories and concepts
including the Vernon’s product cycle theory, Kaldor-Hicks efficiency logic and the group
benefit standard to further demonstrate the unsuitability or unjustifiability of the TRIPs
Agreement in developing countries under international trade. The TRIPs Agreement
according to these theories only makes sense in developed nations and developing countries

have a lot more to lose than gain under such a framework.

3.3.1 International trade theories and the illogic nature of TRIPs Agreement
implementation in developing countries

The classical theoretical bases for international trade can generally be traced in two main

sources: Smith’s theory of absolute advantage as documented in his Wealth of Nations

71

© University of Pretoria



TEIT VAN PRETO
Y OF PRETO
ITHI YA PRETO

mn
«Z

(1776); and Ricardo’s theory of comparative advantage as documented in The principles of

political economy (1876).48 On the one hand, the absolute advantage theory suggests that

[i]n domestic economic activities, most of us accept that it makes no sense for an individual
to try and produce all his or her own food, clothings...but rather to specialize in producing
some goods or services for others and perhaps for some limited subset of his or her own
needs, while purchasing requirements to meet needs from others who specialize in their
production.4?

From the above, the idea of specialization and trade is introduced. Smith notes that through
trade, it is not necessary for individuals to produce all that they need. They can simply
specialize in producing some goods or services and the rest can be acquired from others
through trade. On the other hand, the comparative advantage theory has been described as

follows:50

England could produce a given quantity of cloth with the labour of 100 men. It could also
produce a given quantity of wine with the labour of 120 men. Portugal, in turn, could produce
the same quantity of cloth with the labor of 100 men. It could also produce a given quantity
of wine with the labor of 80 men. Thus Portugal enjoy an absolute advantage over England
with respect to the production of both cloth and wine...However, Ricardo argued that trade
was still mutually advantageous, assuming full employment in both countries: when England
exported to Portugal the cloth produced by the labor of 100 men in exchange for wine
produced by 80 Portuguese, she imported wine that would have required the labor of 120
Englishmen to produce. As for Portugal, she gained by her 80 men'’s labor cloth that it would
have taken her laborers to produce. Both countries would be rendered better off through
trade.

From the above, it appears both England and Portugal can produce the cloth with 100
labourers but Portugal is more efficient than England in producing wine since it requires 40
labourers less than England. It therefore makes sense for Portugal to trade its wine with
England since it enjoys a comparative advantage. In the same manner, England would be
better off selling cloth to Portugal than wine since it compared to the two products England
has more comparative advantage in cloth than wine since it takes the same number of
labourers as in Portugal. It would therefore not make sense for England to sell wine to

Portugal but it would make sense for it to sell cloth since it enjoys the same comparative

48 M] Trebilcock & R Howse The regulation of international trade (1995) 1-4.
49 As above.
50 As above.
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advantage as Portugal. The two theories form the bedrock of international trade and trade

liberalisation in general.

However, in relation to trade in trade-related intellectual property rights, one more theory
is relevant, which is Vernon’s Product Cycle theory. According to this theory, the US and
other highly developed countries consider research and development or innovation as
something they enjoy comparative advantage over poor countries because these countries
tend to enjoy a superior access to large amounts of financial and highly specialised forms of
human capital.5! From the two factors described above from Vernon’s Product Cycle theory,
access to finance and highly specialised human capital, it is possible to understand why
developed nations are pushing the agenda of intellectual property rights using the trade

paradigm.

Based on the theories discussed above, the place of developing countries in relation to the
global trade in intellectual property rights is relatively weak. In the context of TRIPs, it
appears that there does not seem to be any mutually beneficial exchange between developed
and developing countries since the gainers under TRIPs Agreement are currently mostly
developed countries.52 However, it is not possible to know who the final winners and losers
of TRIPs Agreement until it is fully implemented and the local industries in all countries have
adjusted to the new framework accordingly.>® The fact that developed countries are
currently the ones benefitting more from the TRIPs Agreement is consistent with
neoclassical trade theory, which suggests that the decision to have a stronger or weaker
intellectual property rights regime is dependent on a country’s comparative advantage in
relation to innovation or imitation.5* The US and other developed countries enjoy a

comparative advantage over developing countries in terms of innovation and therefore it is

51 As above, 5-6.

52 Abbott FM ‘The TRIPS-legality of measures taken to address public health crises: Responding to USTR-State-
industry positions that undermine the WTO’ in Abott FM, Breining-Kaufmann C, & Cottier T (eds) International
trade and human rights: Foundations and conceptual issues (2006), 346.

53 E Su ‘The winners and the losers: The Agreement on Trade-Related Aspects of Intellectual Property Rights
and its effects on developing countries’ (2004) 23 Houston Journal of International Law 211.

54 Trebilcock & Howse n 48 above, 252.
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possible to understand their interest in pushing for stronger intellectual property rights

protection.ss

Why should developing countries be part of the TRIPs Agreement? Some developing
countries like China rationalise their membership in the TRIPs Agreement by noting that it
is necessary in order to ‘safeguard its real trade interests (access to developed-country
markets, principally the United States, and the WTO membership).’sé In this regard, the
implementation of the TRIPs Agreement by China as is the case with other developing
countries is ‘generally characterised as reluctant compliance with externally imposed
standards.’s” China has therefore bowed to pressure from US and other developed nations to
use criminal sanctions to deter violators even as it still remains concerned about TRIPs
Agreement implementation.5® The main reason why the US in particular has been tougher on
China as opposed to other countries that have traditionally violated intellectual property is
because of the large trade deficit between US and China and the fact that a rising China
threatens the hegemony of the US.59 Notwithstanding that the US and other developed
countries may be tough on China in terms of protecting intellectual property rights,
Peerenboom argues that violations of intellectual property will continue in China
perpetrated mainly by domestic companies until its benefits to the political economy

outweighs the costs. Consequently, he posits as follows:

Intellectual property violations will continue regardless of the nature of the regime until the
cost to the domestic political economy exceed the benefits, just as they did in the West and in
the other successful Asian countries. Already, domestic businesses are the main victims of
[intellectual property] violations. However, domestic companies face the same issues as
foreign companies, including an unwillingness on the part of local government dependent on
economic growth to put a stop to [intellectual property] violations, combined with
insufficient resources; and strong economic incentives for [intellectual property] violators to
risk punishment, even criminal sanctions, given the lack of alternatives in a developing
country such as China where many people are employed or underemployed.6°

55 As above.

56 Taubman n 22 above, 345.

57 As above.

58 R Peerenboom China modernizes: threats to the west or model for the rest? (2007) 76.
59 Trebilcock & Howse n 48 above, 259.

60 As above.
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The quote above may simply be interpreted to mean that for as long as the incentives for
exploitation of intellectual property rules are superior to compliance with the intellectual
property rules it will be very difficult to enforce intellectual property rights at the national
level. That said it is also crucial to point out that the Chinese experience is unique and can be
distinguished from the realities of many other developing countries including Kenya. China,
unlike many developing countries, is an exporter of technology and innovation as can be seen
through its diverse products and services all over the world.6? As early as 1998, China’s
industrialism and technological progress was proceeding at ‘a breakneck pace, especially in

the south.’¢2

From the foregoing, the main imperative of intellectual property rights protection by
developing countries is market access in developed countries. The desire to access the rich
countries’ markets especially in terms of textile and agricultural products is partly
responsible for the decision by developing countries to be part of the TRIPs Agreement even
if it means that they have to pay some price by being members. In this regard, the TRIPs
Agreement on its own does not make sense in developing countries. At best, the TRIPs
Agreement is a compromise based on hopes by developing countries for future

unguaranteed benefits.

3.3.2 Kaldor-Hicks efficiency argument

From the previous section, it is clear that the classical theories that underpin international
trade do not directly favour the implementation of the TRIPs Agreement in developing
countries. It makes more sense to have an international system of trade in intellectual
property rights without developing countries until they can accumulate adequate financial
muscle and specialised technical skills, which is key for innovation to take place. In this
section, the focus is on whether the TRIPs Agreement can be justified using the Kaldor-Hicks

efficiency argument.

61 RA Sirico ‘Free trade and human rights: The moral case for engagement’ 17 July 1998, Trade Briefing Paper
No 2.
62 As above.
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To start with, proponents of trade liberalisation argue that the removal of trade restrictions
or protectionism is important because it amounts to a distribution of resources from
inefficient to efficient factors of production and in this regard the positive effects of trade
liberalisation always jeopardizes the inefficient factors, which includes loss of tariff revenue,
unemployment, social and political disruptions.s3 The argument here is that trade
liberalisation is capable of ending unemployment as well as political and social disruptions

among other things.

On the flipside, trade liberalisation may affect third parties in the process say for instance
when agricultural subsidies are removed, which has a negative effect on third parties who
are net food importers and thus dependent on the subsidized food.é* The argument here is
that removing subsidies may impact on third parties who benefit from such subsidies at least

in the short term.

In the context of the TRIPs Agreement, the Kaldor-Hicks efficiency logic is questionable. It is
questionable ‘whether gains to economic welfare to countries who benefit from stricter
protection outweighs the losses to those countries who lose by it.’65 The cost-benefit analysis
of this trade-off is therefore a matter of concern. Can one justify higher pharmaceutical
profits in developed nations at the expense of saving lives in developing countries using the
Kaldor-Hicks efficiency logic? The argument against Kaldor-Hicks efficiency in relation to
TRIPs Agreement in developing countries is thus as follows: ‘[i]f the increased protection is
to shift productive resources from an activity in which a country has a comparative
advantage, imitation, to that in which it has less comparative advantage, innovation, then
global allocative efficiency would be reduced by increased protection.’é6 This quote simply
means that developing countries are better off pursuing imitation than innovation because

it enjoys a comparative advantage in the former’s case than the latter. Consequently, the

63 |, Bartels ‘Trade and human rights’ in D Bethlehem, D McRae, R Neufeld, & I van Damme The Oxford handbook
of international trade law (2009) 578-579.

64 As above, 580.

65 Trebilcock & Howse n 48 above, 253.

66 As above.
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global trade in intellectual property rights cannot be justified from the Kaldor-Hicks

efficiency logic.

Consequently, ina 2003 report, the United Nations Development Program (UNDP) suggested
that ‘[a]n alternative to TRIPs, either within or outside the ambit of the WTO, ought to be
debated at the highest level.’s” In this regard, it called for ‘serious thinking’ around this issue
since ‘replacing or fundamentally altering TRIPs will not be easy or sudden, given the

differences in national positions on this issue.’s8

3.3.3 The aggregate group benefit standard argument

From the previous sections, it appears that trade liberalization inherently bears some
positive and negative costs. The question therefore is how to mitigate the adverse impacts
of trade liberalisation. The first approach to deal with this issue focuses on the fact that trade
liberalisation usually tends to be welfare enhancing and any loses can usually be corrected
using the enhanced resources generated by the liberalisation of trade.®® In developed
countries, this can be achieved through government-run programmes such as retraining and
unemployment assistance.”® The challenge however is that the same options are not
available for poor countries that are usually unable to afford similar programmes due to lack
of resources.”! Because of the above reason, it is plausible that trade liberalisation is likely to
produce cost that is both uncompensated and not compensable especially in poor
countries.’2 At the heart of the problem is therefore poverty. The existence of widespread
poverty in developing countries therefore necessitates a much more careful approach to
trade liberalisation. Poverty also eliminates any options that may be employed by developing
countries to correct any adverse impacts of trade liberalisation as discussed above. This is

the first point.

67 United Nations Development Programme Making global trade work for people (2003),221,
http://ctrc.sice.oas.org/trc/Articles/UNDP_FULL.pdf (accessed 19 April 2016).

68 As above, 222.

69 Bartels n 63 above, 580. The argument is that liberalization usually meets the Kaldor-Hicks efficiency.

70 As above, 580-581.

71 As above.

72 As above, 581.
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The second approach is to use the human rights framework. In human rights, unlike in trade,
the aggregate group benefit is usually seen as being inferior to the individual rights including
in the area of economic, social and cultural rights.”3 In this regard, the focus is usually on the
individual and not the aggregate group benefit, which means that due to this variation the
conflict between trade liberalisation and human rights may in fact be inevitable particularly

in the short term.’* Dommen notes that

[o]ne key difference between the human rights and trade regimes is that the former will judge
whether a chosen policy promotes well-being on the basis of disaggregated, and often non-
monetary, measures. It will assess the effects of a particular policy on the most vulnerable
people within a country and will rule against choices that involve discrimination.”s

The above quote simply means that the focus of human rights is on individuals and the focus
of trade is on the aggregate group benefit, which means that even where the aggregate group
benefit is achieved due to trade there may still be a remedy under human rights where
individuals’ stakes especially the poor and marginalised are at issue. It is therefore not
enough to focus on the group but the individual in order to justify the TRIPs Agreement. So
far, in many developing countries and as noted throughout this study, the poor people still

lack access to medicines and the TRIPs Agreement has a direct contribution.

3.4 The link between human rights and trade in relation to access to medicines in
developing country

Having explored the trade arguments, this section explores the human rights arguments.
This section discusses the problem of access to medicines in developing countries, which has
been described in the previous chapter as a problem of market failure in relation to
intellectual property rights rules, by tracing it to the mandatory pharmaceutical patent
provisions under the TRIPs Agreement. The implication of this has been immense and
includes making medicines unaffordable in developing countries as well as leading to the

problem of neglected diseases in developing countries. In essence this section discusses both

73 As above.

74 As above, 581.

75 C Dommen ‘Human rights and trade - Two practical suggestions for promoting coordination and coherence:
Commentary on Victor Mosoti’ in TS Cottier, ] Pauwelyn, & E Burgi (eds) Human rights and international trade
(2005) 202.
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of local pharmaceutical capacity in short term and long term perspectives.

3.4.1 Is pharmaceutical patents a problem in developing countries?

The discourse on access to medicines in developing countries has developed into a binary
debate on patents and non-patent barriers. This discourse gained more popularity when
Attaran having conducted a survey in many developing countries found that patents do not

frequently block access to generic medicines. He posited as follows:76

[P]atents very infrequently block access to generic versions of essential medicines. For the
sixty-five countries we studied, where the majority of people in the developing world live,
patents and patent applications exist for essential medicines 1.4 percent of the time (300
instances out of 20,735 combinations of essential medicines and countries). However, this
overstates the frequency with which patents totally block access to generics, because itis only
a subset of patents that are absolutely fundamental and that generic manufacturers can never
circumvent (normally, a patent on the active pharmaceutical ingredient, and for medicines
containing two such ingredients, a patent on their co-formulation). By this standard, there
are 186 fundamental patents or applications, or 0.9 percent of the total. Thus, there are no
patent barriers to accessing generic essential medicines in 98.6 percent of the cases we
studied, which we stress is an overall probability and not prognostic in any specific case.””
From the quote above, Attaran implies that the main problem of lack of access to medicines
in developing countries is not attributable to pharmaceutical patents but health
infrastructure. In this manner, the attention in terms of resolving the problem of access to

medicines should be on health infrastructure as opposed to pharmaceutical patents.

Similarly, Sihanya has argued that patents are actually important in the realisation of access
to medicines alongside other measures such as efficient policy, legal, institutional and
administrative reforms of public health and research and development.’®¢ The assumption
here is that patents actually drive the research and development of medicines in developing
countries, which assumption has been challenged by the existence of neglected diseases

problem in many developing countries. According to Sihanya, access to medicines and

76 A Attaran ‘How do patents and economic policies affect access to essential medicines in developing countries’
(2004) 23 Health Affairs 3, 155-166.

77 As above.

78 B Sihanya‘Patents, parallel importation and compulsory licensing of HIV AND AIDS drugs: The experience of
Kenya’ Managing the challenges of WTO participation cases study 19.
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specifically ARV drugs in Kenya can be boosted using the following strategies: therapeutic
value pricing; pooled procurement; negotiated procurement; planned donations;
government commitment; and differential or dynamic pricing.”? Patents are not included in

this list by Sihanya implying that they are not or should not be viewed as a problem.

However, scholars like Hestermeyer have insisted on viewing pharmaceutical patents as a
barrier to access to medicines in developing countries. He contends that the conflict between
the TRIPs Agreement and international human rights law is manifested in the manner in
which patents interfere with access to medicines due to the price effects.8° Hestermeyer also
contends that the ‘question whether patents impede access is not negated by the fact that

other factors impede access even more.’s!

Hestermeyer further contends that the reluctance to patent drugs in all markets cannot be
equated to lack of patent barrier on access.82In this regard, ‘a company needs only obtain
patents in all markets with the capacity to produce the drug because it can then use the
patents to prevent others from manufacturing the drug without its consent.’s3 The argument
being made by Hestermeyer above is that the lack of patents in many developing countries
does not tell the true story since many developing countries in fact depend on importation
of medicines. It is therefore important to take into account the patent situation in countries
that supply developing countries in order to understand the problem at hand. It is therefore
not enough to rely only on data from the developing countries to make the conclusion made

by Attaran.

Consequently, it appears patent-barriers do still significantly affect access to medicines in
developing countries, a position which is reflected throughout this study. The focus on

pharmaceutical patents is informed by the effect it has on prices of patented medicines

79 As above.

80 H Hestermeyer Human rights and the WTO: The case of patents and access to medicines (2007) 137-150.
81 As above, 151.

82 As above, 150.

83 As above.
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especially the newly developed medications for communicable and non-communicable

diseases, its threat to generic medicines as expounded upon below.

3.4.2 The Trade Related Intellectual Property Rights Agreement and access to
medicines

One of the unique features of the TRIPs Agreement is its mandatory patent protection of
products and processes inventions in all fields of technology provided that they meet the

following criteria: new; involve an inventive step; and capability of industrial application.s+

The principle of non-discrimination under the TRIPs Agreement means that pursuant to
Articles 27, 70(8) and (9), among others, flexibilities previously available under the Paris
Convention of 1883 in relation to the exclusion from patents of the following inv