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promotes and protects human rights.135 Consequently, Sellin observes that the ‘pro-

development interpretation of and implementation of the TRIPs Agreement should allow 

developing members to strike a balance between complying with their obligations under 

TRIPs [Agreement] and international human rights law.’136 She also notes that the role of 

human rights norms including the right to health and social movements is crucial in ensuring 

that the patent system does not undermine the priority health needs of the global poor.137 In 

this regard, to the extent that Article 2 of the Constitution of Kenya recognizes the ICESCR as 

being part of the laws in Kenya then access to medicines is a formal norm in Kenya. 

However, Hein, Moon and Poku categorize access to medicines norms as an informal norm.138 

The main reason appears to be that the access norm is still highly contested in many spaces 

and in this regard it cannot be regarded as a formal norm. These authors contend that the 

access to medicines norms are informal because they are still under steady attack from trans-

national pharmaceutical companies and the industrialised countries in terms of their push 

for stringent intellectual property rights norms in the developing world.139Below is an 

example of this contestation. 

In South Africa, a country considerably more economically and politically developed than 

Kenya and many other developing countries, a decision to amend the Medicines and Related 

Substances Control Act of 1965 in 1997 led to international sanctions and court cases against 

South Africa largely by developed countries led by the United States and dozens of 

pharmaceutical companies.140 In retaliation, a group of pro-access to medicines civil society 

actors led by the Médecins Sans Frontières (MSF) launched an international campaign that 

eventually saw the pharmaceutical companies and the United States back off from attacking 

                                                           
135 As above. 
136 As above, 457. 
137 As above, 458. 
138 W Hein, S Moon, & NK Poku Informal norms in global governance: Human rights, intellectual property rules 
and access to medicines (2013) 140. 
139 As above, 142. 
140 See generally H Mwakyembe, GM Kaya & M Munkhondla ‘Implications of the TRIPS Agreement on access to 
cheaper pharmaceutical drugs by developing countries: Case study of South Africa vs The Pharmaceutical 
companies, Research paper in partial fulfillment of the award of Post-Graduate certificate in intellectual 
property at WIPO Worldwide Academy and the faculty of Law University of Turin, November 2001, 
http://www.turin-ip.com/course-documents/documents-2007/archive/2007-edition/papers/papers-
2001/KanjaMunkhondiaMwakyembe.pdf-1 (accessed 25 April 2015).  

 
 
 

http://www.turin-ip.com/course-documents/documents-2007/archive/2007-edition/papers/papers-2001/KanjaMunkhondiaMwakyembe.pdf-1
http://www.turin-ip.com/course-documents/documents-2007/archive/2007-edition/papers/papers-2001/KanjaMunkhondiaMwakyembe.pdf-1


132 
 

South Africa from taking actions to protect its public health, which was indeed a major 

victory for access to affordable medicines in South Africa.141 The case was therefore not 

concluded in court and it is not clear how this would have ended. However, the point to be 

made here is that if access to medicines was regarded as a formal norm it would not have 

faced such challenges from pharmaceutical companies in the first place. It seems like there 

was no consensus amongst all actors on this front at least in South Africa then and thus the 

stand-off. However, the import of this case is that it demonstrated the power held by civil 

society in terms of advocating for access to medicines and their ability to deliver change even 

in the face of a formidable adversary like big pharmaceutical companies around the world. 

As noted by Mbali, ‘this successful campaign against the court case had meaningful impacts 

for poor patients in developing countries. This favourable outcome permanently altered the 

politics of HIV drug pricing and, in a broader sense, global health in developing countries.’142 

In light of the above experience in South Africa, Hein, Moon and Poku also contend that there 

is need to strengthen the access to medicines norms since it has only been stable in the HIV 

and AIDS world but remains highly contested elsewhere.143 These authors further contend 

that strengthening the access norm can happen through one of the following ways: the 

formalization of the access norm either through national or international law; and/or the 

reframing of the norm to incorporate innovation.144 

In Kenya, notwithstanding the contestation above regarding the exact nature of the access 

norms activists have been to court and successfully challenged the anti-counterfeit 

legislation in Kenya for being against the right to health in the case of PAO & 2 Others v AG.145 

To the extent that the High Court sided with the activists it seems that access to medicines 

                                                           
141 ‘Drop the case! Support the struggle for medicines in South Africa’ (8 March 2001) MSF Access Campaign, 
http://www.msfaccess.org/about-us/media-room/press-releases/drop-case-support-struggle-medicines-
south-africa (accessed 25 April 2016). 
142 Mbali, M ‘Pharma v Mandela: South African moral capital in a global movement, 1998-2001’ in Mbali M South 
African AIDS Activism and global health politics (2013) 136. 
143 Hein, Moon & Poku n 139 above, 142. 
144 As above. 
145 PAO & 2 Others v AG & 2Others [2012] eKLR. 
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norms in Kenya can no longer be regarded as informal but formal norms. This is point 

number two. 

Also, the Special Rapporteur on the right to health has decried the use of pressure by 

developed countries to intimidate developing countries in the context of TRIPs Agreement 

implementation.146 It therefore follows that intimidation of developing countries does not 

translate into making informal the access norms. 

From the above, it appears that internationally and perhaps in many countries the access to 

medicines norm is still informal. However, in Kenya, the norm may be formal as a result of 

the ICESCR, which is part of the Kenyan law pursuant to Article 2 of the Constitution, and the 

PAO case. 

4.8 Conclusion  

Within the general human rights approach to development are debates on the exact role 

human rights can play in development. One such role is the introduction of legal obligations 

in the context of development. The right to health being the most comprehensive set of 

norms in relation to international trade rules has been adopted in this study. The right is also 

recognized and enshrined in the Kenyan Constitution thereby imposing on the state the 

obligations to respect, protect and fulfil access to medicines for all. The international legal 

framework on right to health encompasses both the right to health care and the underlying 

determinants of health. Access to medicines is principally located in the right to health care. 

According to Sellin, ‘[t]he right of access to medicines requires, firstly that access is 

guaranteed on a non-discriminatory basis and, secondly, entails the following elements: 

availability, physical accessibility, affordability, cultural acceptability, and good quality of 

essential medicines.’147 This is the broader meaning of access. This study only focuses on the 

narrow meaning of access, which is affordability of medicines and especially essential 

medicines. Under General Comment 14, essential medicines are expressly recognized as 

forming part of the non-derogable minimum core elements under Article 12 of the ICESCR. 

                                                           
146 Report of the Special Rapporteur on the right to health n 70 above, 56. 
147 Sellin n 26 above, 121. 
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Through the ‘soft’ laws, it also emerges that access to medicines particularly for HIV and AIDS 

treatment has preoccupied both the UN and the AU and by extension the member states of 

these institutions. Under the HRC resolution 23/14, however, the broader access to 

medicines as opposed to the narrower access to essential medicines has been interpreted to 

constitute also a fundamental component of the right to health. This development is 

important because while its desirable to focus on essential medicines because of the priority 

needs of a country, new challenges especially in the area of non-communicable diseases are 

also emerging and some of the medicines required to treat these diseases are not yet 

contained in the EML. The right to health framework should be able to allow countries 

sufficient latitude to deal with emerging situations pending the listing of medicines in the 

EML by WHO and subsequently at the national level. In terms of violations, the Limburg 

principles and Maastricht guidelines provide clear guidance with regards to the obligations 

of the state under the ICESR including the right to health. A key factor is the issue of resources 

which according to the above guidelines require that resources should be used effectively. 

Approached this way, the state cannot abdicate its duty of ensuring access to medicines by 

pointing at resource constraints. The onus is on the state to prove that available resources 

are used effectively. Lastly, the ‘access’ norm is still being defined and recent scholarships 

have also emphasized the innovation component. A more universal concept of ‘access’ 

including under the right to health therefore will have to incorporate some aspects of 

innovation in addition to focusing on access.   
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CHAPTER FIVE: ECONOMIC SOCIAL AND CULTURAL RIGHTS 

MEASUREMENT METHODOLOGIES INCLUDING THE MECHANISM OF 

HUMAN RIGHTS IMPACT ASSESSMENT 

5.1 Introduction  

The previous chapter discussed right to health norms that may be used in relation to the 

implementation of the TRIPs Agreement. It emerges that there is a sufficient legal basis for 

developing countries that have ratified the International Covenant on Economic, Social and 

Cultural Rights (ICESCR) and other instruments enshrining the right to health to implement 

their obligations on access to medicines as a fundamental component of the right to health. 

In this regard, depending on the specific context, different methodologies may be used at the 

national level. In this chapter, the focus shifts to the methodologies available for the 

implementation of especially economic, social and cultural rights (ESCRs) in order to 

determine the appropriate methodology that should be employed in relation to resolving the 

adverse impacts of pharmaceutical trade policies. The ESCRs methodologies may be 

discussed under three main categories as follows: indicators and benchmarks; indexes; and 

impact assessment including human rights impact assessment (HRIA). The main argument 

advanced in this chapter is that the HRIA is best suited to resolve beforehand the adverse 

impacts of pharmaceutical trade policies on access to medicines in Kenya using the right to 

health framework. The other methodologies may be useful in different contexts but they may 

not deliver the same results as HRIA. All these methodologies are discussed separately 

below. 

5.2 Indicators and benchmarks 

According to Green, benchmarks and indicators are distinct terms when one considers 

human rights literature.1 On the one hand, benchmarks may be defined as ‘goals or targets 

that are specific to the individual circumstances of each country.’2 Benchmarks is therefore 

usually about measuring performance relative to standards that have been defined 

                                                           
1 M Green ‘What we talk about when we talk about indicators: Current approaches to human rights 
measurement’ (2001) 23 Human Rights Quarterly 1073. 
2 As above. 
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independently and in the context of ESCRs they are sometimes known as minimum 

thresholds.3 On the other hand, indicators measures ‘human observation or enjoyment in 

absolute terms.’4 The use of indicators and benchmarks is popular in different contexts as 

discussed below. 

5.2.1 OHCHR’s structural, processes and outcome indicators 

The use of indicators is actively being promoted by the OHCHR. The movement towards the 

use of indicators began in earnest at the request of the inter-committee of the treaty bodies.5 

This request came from the fact that the treaty bodies were experiencing difficulties in terms 

of analyzing and making use of the statistical information being presented by State Parties’ 

including Kenya in line with their treaty obligations.6 The OHCHR was therefore requested 

for assistance in this regard.7 The development of indicators at OHCHR is aimed at ensuring 

that the monitoring bodies at the UN and especially the treaty bodies can be able to make 

effective use of statistical information in measuring human rights compliance of State Parties 

appearing before them.  

OHCHR defines human right indicator as  

specific information on the state or condition of an object, event, activity or outcome that can be 
related to human rights norms and standards; that addresses and reflects human rights 
principles and concerns; and that can be used to assess and monitor the promotion and 
implementation of human rights.8 

Accordingly, the OHCHR regards the use of indicators as a more concrete and practical tool 

for enforcing human rights and measuring implementation.9 The focus on indicators comes 

from the realization that general statistics in themselves are less effective and therefore 

                                                           
3 As above.  
4 As above. 
5 As above, 5. 
6 As above, 5. 
7 As above, 5. 
8 OHCHR, Human rights indicators: A guide to measurement and implementation, (2012) 16, 
http://www.ohchr.org/Documents/Publications/Human_rights_indicators_en.pdf (accessed 23 July 2017). 
9As above, 2. 

 
 
 

 

©©  UUnniivveerrssiittyy  ooff  PPrreettoorriiaa  

 

http://www.ohchr.org/Documents/Publications/Human_rights_indicators_en.pdf


137 
 

there is need to progress towards identifying specific indicators that could also be used in 

monitoring human rights.10 

Therefore, indicators can be both qualitative or quantitative with the former taking the 

character of any information articulated as a narrative or in a categorical form and the latter 

referring to statistics.11 The OHCHR observes that the use of both qualitative and quantitative 

data is potentially useful because assessing human rights compliance is usually a 

complicated exercise.12 Consequently, quantitative indicators usually facilitate the 

evaluation of qualitative data by for instance being able to measure the magnitude of certain 

events.13 Similarly, qualitative information can also complement quantitative indicators in 

terms of interpretation.14 In the context of human rights indicators, the OHCHR notes that 

human rights measurement should address the following issues:15  

What to measure? How to go about selecting potential indicators of what we want to 
measure? How many indicators are required to assess the implementation of a human right? 
Will the identified indicators used to rank countries according to their human rights 
performance? 

To aide in the utilization of human rights indicators, the OHCHR has developed guidelines 

for use by stakeholders, which have so far been integrated in the work of both the Committee 

for Economic, Social and Cultural Rights (CESCR), which is responsible for monitoring the 

implementation ICESCR, as well as the Human Rights Committee, which is responsible for 

the implementation of the International Covenant on Civil and Political Rights (ICCPR). 

Currently the reporting guidelines of CESCR and HRC have been revised to provide for the 

reporting by government on disaggregated statistics and indicators for the rights under both 

the ICESCR and ICCPR; taking into account the framework and list of illustrative indicators 

developed by the OHCHR.16  

                                                           
10As above. 
11As above, 16. 
12 As above, 17. 
13 As above. 
14 As above. 
15 As above, 28. 
16 As above, 6. 
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To enable the effective uptake of the use of indicators by other stakeholders, the OHCHR has 

also published a manual to assist in monitoring ESCRs using among others indicators.17 The 

manuals could be expanded to cover thematic areas in order to encourage direct reporting 

including in the area of access to medicines in developing countries and elsewhere, if 

necessary. In relation to Kenya, the issue of access to medicines has not been a key focus in 

terms of state reporting. This may be illustrative of the problem at hand. There is low uptake 

on the use of indicators amongst the stakeholders in the access to medicines sector. This can 

be remedied if the proposal to publish the OHCHR manual using thematic areas is considered 

in terms of focusing on more thematic trainings including in the area of access to medicines. 

The OHCHR can partner with other stakeholders to implement this. Accordingly, the OHCHR 

considers three major steps in the use of indicators as follows:18 structural indicators;19 

process indicators;20 and outcome indicators.21 In the process indicator, one could for 

instance identify the measures states could have taken specifically to extend access to 

essential medication.22 

Suffice to note the use of indicators in OHCHR or elsewhere has not been without criticism 

especially from a trust perspective. This criticism boils down to the fact that indicators are 

usually qualitative in nature and therefore less influential in some cycles than quantitative 

                                                           
17 OHCHR, Manual on human rights monitoring, http://www.ohchr.org/Documents/Publications/Chapter20-
48pp.pdf (accessed 23 July 2017). 
18 See OHCHR n 8 above, 87. 
19 Under this category one can do the following: identify gaps in domestic law vis-à-vis international human 
rights law and obligations of State party to human rights treaties; identify gaps in public policy documentation 
on the issue under consideration with respect to international best practices; identify customary practices and 
domestic institutions seen as being relevant to the implementation of human rights obligations. 
20 According to OHCHR, the following points should be noted: process indicators should be contextually 
relevant and locally driven; multiple feasible process indicators may be desirable, if feasible; focus on 
administrative data for process indicators; and devise additional process indicators and interventions for 
implementing human rights based on global best practices. This should lead one to: identify target groups e.g. 
minority, indigenous people, women e.t.c; refine illustrative indicators for ongoing local programmes 
contributing to human rights implementation; and focus on national and local budgetary processes for 
mainstreaming human rights. 
21 In this segment, the OHCHR notes that the standard formulation of indicators are universally relevant but 
may need to be customized to specific target population groups. 
22 See OHCHR n 8 above, 80. 
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data.23 As noted by Bui, since indicators are usually used to develop benchmarks, the function 

of benchmarks also suffers from the same weaknesses as indicators.24 

5.2.2 Violation’s approach 

Apart from the OHCHR methodology discussed above, the use of indicators and benchmarks 

has also been suggested by academics in the context of state reporting but from a violation’s 

approach. In the mid-1990s, Chapman proposed a ‘violations approach’ to be utilized for 

monitoring ESCRs if they are to be taken seriously.25 Chapman argues that the current 

reliance on ‘progressive realisation’ standard to assess compliance by states is inexact and 

renders ESCRs difficult to monitor.26 Chapman therefore proposes another approach 

focusing on the following three areas, monitoring violations: (1) resulting from 

government’s actions and policies; (2) relating to discrimination patterns; and (3) relating 

to the failure by the state to fulfil its minimum core obligations in all rights.27 Chapman notes 

that the violation approach is needed because of the failures in the utilisation of the 

progressive realisation approach to evaluate compliance with human rights obligations at 

the international level.28 In this regard, at the crux of Chapman’s ‘violations approach’ are the 

following observations:29 

What is being advocated here is the open and explicit adoption of a review process for 
evaluating compliance with the [ICESCR] which is consistent with the review processes used 
for other international instruments. While not labelling it as such, the Committee’s current 
format for its concluding observations on state parties’ reports approximates a ‘violations 
approach’, detailing the Committee’s concerns and suggestions/recommendations. The 
Committee does not and cannot assess progressive realisation; if effective and systematic 
monitoring of [ESCRs] is to take place, then non-governmental organizations, governments, 
and human rights-monitoring bodies need to reorient their work to identifying and rectifying 
violations. This is not to diminish the importance of continuing with efforts to conceptualise 

                                                           
23 AJ Rosga & ML Satterthwaite ‘The trust in indicators: Measuring human rights’ 27 (2009) Berkeley Journal of 
International Law 253-315. 
24 H Bui ‘Human rights budgeting: Making governments accountable for economic, social and cultural rights’ 
(2015) 2 QMHRR 1, 124, http://www.law.qmul.ac.uk/humanrights/Docs/hrlr/2015/176997.pdf (accessed 23 
July 2017). 
25 AR Chapman ‘A “violation approach” for monitoring the International Covenant on Economic, Social and 
Cultural Rights’ (1996) 18 Human Rights Quarterly 23.  
26 As above. 
27 As above, 24. 
28 As above, 36. 
29 As above, 36-37. 
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the content of the constituent rights in the Covenant and to develop indicators, but rather to 
separate these initiatives from the monitoring process. 

Indeed, as noted above, the gaps that led Chapman to propose the violations approach may 

have already been addressed in the current human rights framework. Already, the normative 

contents of ESCRs have been elaborated and continue to be elaborated. It is therefore 

possible to use the violations approach to discuss government compliance with its 

obligations in relation to access to medicines. 

In particular, the failure by the government to protect access to affordable generic medicines 

or regulate the work of pharmaceutical companies in developing countries can constitute a 

right to health violation. The government can also violate its right to health obligations by 

passing laws and policies that restricts the utilization of TRIPs Agreement flexibilities.  

5.2.3 Minimum threshold or minimum core approach 

Another effective use of indicators has been suggested in relation to the minimum threshold 

approach. In the 1980s, ‘the minimum threshold approach’ was popular with the Inter-

American human rights system in relation to the implementation of ESCRs.30 Minimum 

threshold approach requires the establishment of ‘country-specific thresholds measured by 

indicators to determine for example what amounts to “the best attainable state of physical 

and mental health” or “necessary measures to protect the health of their people.”’31 The idea 

behind the ‘minimum threshold approach is as follows:  

[I]t is possible to operationalize a minimal threshold for human rights realization by means 
of country-specific thresholds measured by indicators measuring nutrition, infant mortality, 
disease frequency, life expectancy, income, unemployment, etc. and indicators relating to 
food consumption (proneness to disease, premature death.32 

Consequently, the minimum threshold approach could be utilized at the national or regional 

level to ‘require state accountability for those policies, decisions, and practices’ that would 

                                                           
30 SC Agbakwa ‘Reclaiming humanity: Economic, social and cultural rights as the cornerstone of African human 
rights’ (2002) 5 Yale Hum. Rts. & Dev. L.J. 177, 213. 
31 As above 213. 
32 A Eide ‘Realization of social and economic rights: The minimum threshold approach’ (1989) 43 I.C.J. Rev. 40, 
47. 
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violate ESCRs.33 However, ‘the minimum threshold approach’ was thought to be too intrusive 

into the domains of executive and legislature in terms of their responsibilities for the 

allocation of resources as policy organs.34 Arguably, due to this reason, it was not popular in 

Africa as it was in the Americas. Suffice to note, the term ‘minimum threshold’ is sometimes 

used synonymously as ‘minimum core’ as is with one of the CESCR documents on poverty 

and the implementation ICESCR, where it was noted that core obligations when grouped 

together ‘establish an international minimum threshold that all developmental policies 

should be designed to respect.’35 

In the 1990s, the progressive realization and minimum core obligations was introduced via 

the CESCR General Comment 3 on the nature of state parties’ obligations.36 According to 

General Comment 3, ‘[t]he concept of progressive realization constitutes a recognition of the 

fact that full realization of all economic, social and cultural rights will generally not be able 

to be achieved in a short period of time.’ On the other hand, while the concept of minimum 

core is also dependent on resources, the CESCR General Comment 3 observes that ‘a State 

party in which any significant number of individuals is deprived of essential foodstuffs, of 

essential primary health care, of basic shelter and housing, or of the most basic forms of 

education is, prima facie, failing to discharge its obligations under the Covenant.’37 CESCR 

continues that ‘[i]f the Covenant [ICESCR] were to be read in such a way as not to establish 

such a minimum core obligation, it would be largely deprived of its raison d’etre.’38 In other 

words, the ESCRs would have no essence at all if minimum core obligations are not satisfied 

                                                           
33 Agbakwa n 30 above, 213. 
34 As above, 214. 
35 ‘Substantive issues arising in the implementation of the international Covenant on Economic, Social and 
Cultural Rights: Poverty and the International Covenant on Economic, Social and Cultural Rights’ CESCR, [UN 
Doc. E/C/2001/10], para 17. The actual paragraph provides that ‘[t]hus, the core obligations of economic, social 
and cultural rights have a crucial role to play in national and international developmental policies, including 
anti-poverty strategies. When grouped together, the core obligations establish an international minimum 
threshold that all developmental policies should be designed to respect. In accordance with General Comment 
14, it is particularly incumbent on all those who can assist, to help developing countries respect this 
international minimum threshold. If a national or international anti-poverty strategy does not reflect this 
minimum threshold, it is inconsistent with the legally binding obligations of the State party.’ 
36 General Comment 3 of the Committee on Economic, Social and Cultural Rights: The nature of states parties’ 
obligations (Article 2, Para 1), Adopted at the Fifth Session of the Committee on Economic, Social and Cultural 
Rights, on 14 December 1990 [contained in Document E/1991/23], para 9. 
37 As above, para 10. 
38 As above. 
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in a country. In 2010, the ACHPR through its Principles and Guidelines on ESCRs39 also 

expressly adopted the twin-notions of ‘progressive realization’ and ‘minimum core’.40 

On the flipside, the minimum threshold approach has been criticised for being too restrictive 

on states obligations. Olowu for instance has noted that this approach ‘lends itself to escapist 

interpretations as it suggests that nothing more may be required of a state once it has 

demonstrated its compliance with the minimum standards.’41 Olowu further argues that 

economic conditions in a country are not static and that since the minimum threshold 

approach relies on long term collection of statistics, the methodology is incapable of 

responding to short-term dynamic changes in a country.42 

As noted above, the minimum threshold approach relies mainly on the minimum core 

approach as opposed to the progressive realization approach. The difference between 

minimum threshold approach and minimum core approach is that the former relies on long 

term collection of statistical data while the latter is based on the normative framework set 

by the treaty bodies. It can be argued that at the international level the minimum threshold 

approach has currently developed into the concept of minimum core approach under 

ICESCR’s General Comment 14. Consequently, Forman and others have called for the concept 

of minimum core obligations to be strengthened under the right to health in order to 

‘produce a more feasible and grounded conception of legally prioritized health needs that 

could assist in advancing health equity.’43 The relevance of the minimum threshold approach 

especially in Africa is therefore not far-fetched even though it may be couched as a minimum 

core approach. In the context of access to medicines, the government has the duty to provide 

                                                           
39 Principles and guidelines on the implementation of economic, social and cultural rights in the African Charter 
on Human and Peoples’ Rights. 
40 Pretoria Declaration on Economic, Social and Cultural Rights in Africa (2004) also contained the notions of 
minimum core and of progressive realization. Also, in ACHPR Communication 241/01: Purohit and Moore v 
The Gambia, the notions of minimum core and of progressive realization were tacitly accepted. However, the 
State Reporting Guideline of 1989 were silent on these notions. 
41 D Olowu An integrative rights-based approach to human development in Africa’ (2009) 196. 
42 As above. 
43 L Forman, G Ooms, A Chapman, E Friedman, A Waris, E Lamprea, & M Mulumba ‘What could a strengthened 
right to health bring to the post-2015 health development agenda?: interrogating the role of the minimum core 
concept in advancing essential global health needs’ (2013) 13 BMC International Health and Human Rights 48.  
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essential medicines as part of their minimum core obligations.44 This obligation cannot be 

violated even in the context of low resources. The WTO has continued to develop the concept 

of essential medicines in order to guide countries about the medicines that are essential and 

improve their availability at the national level. 

From the foregoing, it appears that the use of indicators and benchmarks is widespread. It 

has been mainstreamed in the UN system especially for considering state reports in line with 

its obligations of the State under the applicable treaties. The UN applies mainly a ‘progressive 

realization’ approach while doing so in line with Article 2 of the ICESCR. However, as argued 

by Chapman, indicators and benchmarks are also useful in identifying violations. Lastly, the 

use of indicators and benchmarks is also useful in terms of the minimum core obligations of 

the government. In relation to access to medicines this means that the government must set 

an indicator or benchmark to assess whether it has met its obligation, which is to provide 

essential medicines. The use of indicators and benchmarks are important especially in terms 

of holding government accountable during the process of reporting. This process is usually 

evaluative and is usually conducted periodically so as to assess government progress in 

implementing ESCRs. To this extent, it is not the best tool to rely upon if one is looking at 

anticipating and correcting potential adverse impacts in the context of pharmaceutical trade 

policies. This is more so because draft legislation or agreements are usually not considered 

as a concrete measure for evaluation using indicators and benchmarks unless concluded or 

finalized. 

5.2.4 OPERA Framework 

The use of indicators and benchmarks also include the outcomes, policy, efforts, resources 

and assessment (OPERA) framework.45 The OPERA framework was developed by the Centre 

                                                           
44 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 43(d). 
45 Outcome is described in three parts as follows: measure aggregate levels of rights enjoyment (minimum core 
obligations); measure disparities in rights enjoyment (non-discrimination); and measure progress over time 
(progressive realization). Similarly policy efforts has the following three parts: identify legal and policy 
commitments (take steps); examine policy content and implementation (AAAQ criteria); and analyse policy 
processes (panther principles, right to remedy). Also, resources have the following three parts: evaluate 
resource allocation (maximum resources); evaluate resource generation (availability of resources); analyse 
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for Economic and Social Rights (CESR) in order to overcome certain institutional failures in 

terms of understanding the ‘complex causal link between poor human rights outcomes and 

shortcomings in states’ policy efforts.’46 According to CESR, early ESCRs monitors have 

focused on identifying violations in relation to a negative or immediate obligation.47 CESR 

notes that the ‘violations’ approach is ‘less equipped to identify the multidimensional factors 

and multitude of actors that often determine whether social and economic policies fulfill ESC 

rights or lead to ESC rights deprivation.’48 The OPERA Framework was developed by taking 

into account various quantitative and qualitative tools and techniques borrowing from 

multidisciplinary sources of law, social sciences, statistics, public policy and economics.49 As 

noted by CESR,  

[b]y making explicit this crucial link between the various human rights standards and 
principles that underpin the obligation to fulfill and the different assessment methods 
available to monitor them, the framework enables a systematic approach to building evidence 
of the failures to fulfill [ESCRs].50  

In this regard, CESR observes that the ‘OPERA framework examines both obligations of 

conduct and result-and importantly, makes the link between the two [obligations].’51 The 

framework however as noted by CESR is not a ‘rigid one-size-fits-all formula.’52 In 2014, 

                                                           
policy processes (PANTHER principles). Lastly, the assessment part has the following three parts: identify other 
determinants (indivisibility and interdependence); understand state constraints (respect and protect, duty to 
cooperate); and determine state compliance (obligation to fulfil). CESR ‘The OPERA framework: Assessing 
compliance with the obligation to fulfil economic, social and cultural rights’, (2014) 13, 
http://archive.cesr.org/downloads/the.opera.framework.pdf (accessed 23 July 2017). 
46 As above, v. 
47 As above, 6. 
48 As above. 
49 As above, 13. 
50 As above. 
51 As above. CESR further notes that the OPERA framework ‘looks at different dimensions of the obligation to 
fulfil, grouped around Outcomes, Policy Efforts and Resources. It then triangulates the findings from each step 
to make an Assessment of a state’s compliance with its obligation to fulfil human rights. To assess the obligation 
of result, the “outcomes” step gives a snapshot of enjoyment of the right(s) under review in a country. However, 
outcome alone cannot give a full understanding of a state’s compliance. The ‘policy efforts’ step analyzes 
obligations of conduct by exploring whether the laws and policies that give effect to the right(s) under review 
have been designed and implemented in line with human rights standards and principles. The ‘resources’ step 
looks at the generation, allocation and expenditure of resources, as well as the larger macro-economic policy 
context that determines the availability of resources for the right(s) under review. The ‘assessment’ step looks 
at the broader constraints facing the government, before making a judgment about the level of compliance or 
non-compliance of a state with its human rights obligations based on a cumulative assessment of the findings 
from the prior three steps.  
52 As above, 14. 
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CESR began the process of training national human rights institutions and others in the Asia 

Pacific region in order to monitor ESCRs effectively in their respective countries.53 The main 

point to note is that the OPERA framework relies on both the quantitative and qualitative 

methods. It is also based on multidisciplinary approach. Lastly, it focuses on collecting 

evidence in terms of the fulfilment of ESCRs by governments. To this extent, the mechanism 

is not apt for identifying and redressing the adverse impacts of pharmaceutical trade policies 

on access to medicines.   

In Kenya, the OPERA framework has been used by the Kenya National Commission on 

Human Rights (KNCHR) to monitor the state of mental health services in 2011 following a 

CNN documentary concerning Kenya’s mental health infrastructure that is decaying.54 In the 

absence of a similar analysis in relation to access to medicines, the KNCHR analysis will be 

elaborated upon in brief details. Therefore, in terms of outcomes, the KNCHR team measured 

the elements of minimum core obligations and non-discrimination in order to get a clear 

picture of the state of mental health in Kenya:55 In order to evaluate the outcomes of mental 

health, indicators were analysed by KNCHR to reflect the overall levels mental health rights 

realisation in Kenya and to determine whether significant disparities existed if at all.56 On 

assessing policy efforts, the KNCHR focused on national and international level framework 

and how it has been translated on the ground in terms of goods and services.57 The 

                                                           
53 ‘CESR develops training resource on OPERA framework to support national human rights institutions’ ESCR-
NET 3 June 2014, https://www.escr-net.org/news/2014/cesr-develops-training-resource-opera-framework-
support-national-human-rights-institutions (accessed 23 July 2017). 
54 ‘OPERA in practice: Silenced minds – The systemic neglect of mental health in Kenya’ (2011) 1, 
http://www.cesr.org/sites/default/files/opera_case_study_kenya_FINAL.pdf (accessed 27 July 2017). 
55 As above. Minimum core obligations: Are people in Kenya able to enjoy a basic level of mental health? The 
entire population has the right to enjoy minimum essential levels of the right to mental health regardless of the 
country’s level of economic development. Non-discrimination: Are there disparities in the level of realization 
of the right to mental health among different groups in society? All people must be able to enjoy the right to 
mental health without legal discrimination (de jure) or discrimination in practice (de facto). 
56 As above. 
57 As above, 2. The following norms informed this step: Obligation to take steps: Has the government taken 
sufficient steps to realize the right to mental health? Satisfying this obligation means that Kenya must take 
concrete and deliberate measures intended to realize the right to mental health. AAAQ criteria: Have the steps 
taken created the necessary goods and services that meet the standards of availability, accessibility, 
acceptability, and of adequate quality? In order for individuals to realize the right to mental health, Kenya is 
obligated to provide necessary goods and services that are available within reasonable distances, accessible to 
all people regardless of economic or social status, are culturally acceptable and meet adequate standards of 
quality. Participation, transparency, accountability and right to a remedy: Have people been able to actively 
participate in the creation and implementation of relevant policies? Rights holders must be able to participate 
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measurement of this part was done by examining the international human rights treaties 

that Kenya has ratified and the domestic laws, mental health obligations contained in 

relevant policies and programs and assessing compliance with international obligations. On 

assessing resources, the KNCHR analyzed the allocation and spending of resources as well as 

the procedure for deciding the budget to establish if the amount allocated is equitable and 

effective in relation to the resources available.58 In order to evaluate the obligation of the 

government to use to maximum its available resources, the KNCHR evaluated the budget 

allocated in the mental health sector and the extent of participation of civil society as well as 

the public in the process.59 In terms of assessment, the KNCHR measured Kenya’s compliance 

with its human rights obligations by focusing in both the constraints facing individuals as 

well as the constraints placed on the government.60 To achieve this the team relied on 

consultations of stakeholders and staff and administrators interviews as the source of 

primary information on the local political and social-cultural context.61 Having utilized the 

OPERA framework, the KNCHR concluded the whole exercise by proposing to government 

some recommendations in order to assist it fulfill the respect, protect and fulfill obligations 

under the right to mental health.62 

From the above, it appears that the OPERA framework is an elaborate framework that can 

be used to monitor the implementation of ESCRs in the country. But as can be discerned, it 

requires elaborate human and financial resources to execute and to this extent it is 

recommended for established governmental and non-governmental institutions. In relation 

to the present issue, the OPERA framework also suffers from the fact that it focuses on past 

                                                           
in the creation and implementation of laws and policy. If policies have adverse effects on individuals, there 
must be a mechanism(s) that allow for complaints to be heard and remedies sought. 
58 As above, 3. The following were considered: Planned and actual resource expenditure: How reasonable was 
funding for programs concerning the right to mental health? Relevant policy processes: Was the public allowed 
to voice their concerns and desires regarding revenue expenditure and generation? Public voices should be 
taken into account when budgetary decisions are made, and the process should be transparent. 
59 As above. 
60 As above, 4. Constraints facing individuals: What social, political, economic cultural factors limit people’s 
rights enjoyment? Reflecting the indivisibility and interdependence of rights, it is important to identify the 
factors beyond the health sector that might impede an individual’s mental health. Constraints placed on the 
government: What other actors or structural factors influence the delivery of mental health care services? 
Structural factors-such as broader institutional dysfunctions or the conduct of other actors, including other 
states and international institutions-may limit the government’s ability to deliver mental health care services. 
61 As above. 
62 As above. 
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actions or omissions of the state in order to determine compliance levels. It is not also 

fashioned to be able to predict future outcomes of a law or policy as contemplated in this 

study. To this extent, it is not a desirable tool of choice if one is looking to resolve potential 

or existing adverse impacts of a particular pharmaceutical law or policy especially before it 

is enacted even though the World Health Organization (WHO) has used it in the context of 

universal health care and the right to health.63 

5.2.5 RIA Framework 

Another framework that uses the benchmarks and indicators system is the Recognition, 

Institutionalization and Accountability (RIA) framework. Alston has argued that there has 

been strong resistance by many states in terms of their proper recognition of ESCRs.64 In 

Alston’s view, the apparent avoidance of human rights terminology do in fact show that it 

matters and can make a big difference as follows:65  

human rights framework ensures that in programmes designed to promote collective 
wellbeing, the rights of the individual are taken into account; in contrast to generic social 
justice language, human rights discourse directs policymakers and others back to the 
internationally agreed formulations of economic and social rights and the jurisprudence that 
has painstakingly evolved; treating economic and social rights as human rights rather than 
long-term goals introduces an element of immediate salience that might otherwise not be 
present; and perhaps most importantly, the language of rights recognizes and insists on the 
dignity and agency of all individuals and it is intentionally empowering because the legal 
conception of human rights presupposes and demands accountability. 

Alston argues that a number of great initiatives have been witnessed in the areas of the rights 

to housing, food, health and water. However, there has been marginal acceptance of ESCRs 

in both law and practice as to whether these rights are human rights at all including its legal 

consequences.66 Accordingly, in order to remedy the above problem, three things are 

                                                           
63 See WHO ‘Anchoring universal health coverage in the right to health: What difference would it make?’ Policy 
brief, http://www.who.int/gender-equity-rights/knowledge/anchoring-uhc.pdf (accessed 31 October 2018). 
64 P Alston ‘Phantom rights: the systemic marginalization of economic and social rights’ 4 August 2016, 
https://www.opendemocracy.net/openglobalrights/philip-alston/phantom-rights-systemic-marginalization-
of-economic-and-social-rights (accessed 22 May 2017). 
65 As above. 
66 As above. 
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required in order to guarantee the economic and social rights recognition and 

implementation:67  

(a) the need to accord legal recognition to the rights; (b) the need for appropriate institutional 
arrangements to promote and facilitate realization of the rights; and (c) the need for 
measures that promote governmental accountability. This is known as the RIA framework. 

In terms of recognition, Alston argues that the lack of targeted legislative or similar measures 

is a challenge in relation to the realization of the ‘the obligations to “recognize” the rights, 

and to “guarantee” non-discrimination’.68 The recognition of the norms therefore becomes 

the key element and not just the adoption of measures that are pertinent to the subject-

matter of the norm. Also, institutions are needed in order to take lead in terms of 

implementing the human rights however the ‘likelihood is that little will be done to treat it 

as a human right per se.’69 Lastly, Alston argues that it is not an accident that the significance 

of the RIA framework has been overlooked by and therefore the lack of a RIA framework at 

the national level is symptomatic of the ongoing resistance against ESCRs.70 

Alston’s RIA framework can be distinguished from the frameworks already discussed 

because it focuses on dealing with the immediate resistance that exists in terms of 

implementation of ESCRs at the national level. The RIA framework is therefore being 

proposed as a solution that can overcome this resistance. In this regard, it focuses on broad 

issues like recognition of norms, and the putting in place of institutions and accountability 

process in order to overcome the initial resistance as noted above. Arguably, the RIA 

framework can be utilized in the context of structural indicators to determine government 

political will in implementing ESCRs. It is therefore a deficient tool to use if one is looking at 

addressing the adverse impact of pharmaceutical policies. 

It is possible to improve the access to medicine situation by for instance advocating for the 

constitutionalisation of the right to health. The absence of the right to health in the legal 

system of a country is one major challenge for many health advocates because the tools 

                                                           
67 As above. 
68 As above. 
69 As above. 
70 As above. 
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available at their disposal to demand for access to medicines may be limited without the 

right to health framework. Also, the establishment of a national human rights institution to 

monitor the implementation of the right to health including access to medicines is crucial. 

This institution assisted by other stakeholders could for instance be responsible for 

monitoring, reporting, and advising on access to medicines issues at the national level in 

order to ensure their smooth implementation. Lastly, there is need to establish local 

accountability mechanisms including the establishment of a complaint procedures or 

specifically increasing the capacity of the judiciary to be able to effectively handle access to 

medicines issues under Article 43(1)(a) of the Constitution on the right to health. The 

capacity of the judiciary could be improved through appropriate training and education. In 

Kenya, the role of the judiciary in promoting access to medicines has become enhanced after 

the decision of the PAO & 2 Others v AG & 2 Others.71 Other mechanisms available for 

addressing complaints include the Kenya National Commission on Human Rights. 

5.2.6 Budget analysis tool 

Lastly, benchmark and indicators are also used in the context of budget analysis. Since the 

implementation of ESCRs requires resources, it makes sense to analyze how government 

allocates its resources in achieving ESCRs obligations. Bui has suggested that human rights 

budgeting (HRB) tool is one of the tools that can be used to make governments accountable 

because there is a tight connection between national budget and governments’ obligations 

for ESCR.72 According to Bui, budget analysis can be interpreted as a legal requirement 

through Article 2(1) of the ICESCR.73 Bui argues that the use of the term ‘economic resources’ 

under Article 2(1) means that economic information is needed in order to prove that states 

are realizing ESCRs. To this extent therefore it is possible to link national budgets under 

Article 2(1).74 Apart from Article 2(1), the use of budget analysis also emanates from the 

                                                           
71 PAO & 2 Others v AG & 2Others [2012]. 
72 Bui n 24 above, 109. 
73 As above, 114-117. Article 2(1) provides that ‘[e]ach State Party to the present Covenant undertakes to take 
steps, individually and through international assistance and co-operation, especially economic and technical, 
to the maximum of its available resources, with a view to achieving progressively the full realization of the 
rights recognized in the present Covenant by all appropriate means, including particularly the adoption of 
legislative measures.’ 
74 As above. 
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government’s obligation to ‘fulfil’.75 Under ICESCR, the obligation to fulfil requires states to 

take appropriate legislative, administrative, budgetary, judicial and other measures towards 

the full realization of ESCRs.76 Bui also notes that it is possible to use HRB to define ‘minimum 

core’ obligations because it is a more concrete measure and can also aide in making it 

meaningful and justiciable.77 The Protocol to the African Charter on Human and Peoples’ 

Rights on the Rights of Women in Africa (Maputo Protocol) is perhaps the most direct 

instrument with regards to this issue. Its Article 26(2) requires the state to ‘undertake to 

adopt all necessary measures and in particular shall provide budgetary and other resources 

for the full and effective implementation of this Protocol.’ Under ICCPR the legal basis for 

HRB can be found in the provisions relating to freedom of information and transparency.78 

According to CESR, HRB is supposed to measure whether the government is employing to 

the maximum its available resources akin to what is being done by the International Budget 

Project (IBP), Fundar (Centro de Analisis e Investigacion), and the International Human 

Rights Internship Program (IHRIP).79 

The use of HRB is not alien in Kenya as discussed below but there has not been any analysis 

done in relation to access to medicines in particular. The use of HRB as a tool is particularly 

critical at this time when the right to health has been devolved and the counties are expected 

to allocate enough resources to ensure that medicines are available in all public health 

facilities. HakiJamii and HERAF - local non-governmental organizations (NGOs) in Kenya – 

are some of the NGOs that have integrated the use of HRB in their work in relation to ESCRs.80 

All together, these strategies have focused on government expenditure and has enabled the 

gaining of insight into how ‘effective, fair and efficient state expenditure’ in areas that have 

optimal impact for ESCRs by:81  

                                                           
75 As above 117. 
76 International Commission of Jurists (ICJ), Maastricht Guidelines on Violations of Economic, Social and Cultural 
Rights, 26 January 1997,  http://www.refworld.org/docid/48abd5730.html (accessed 11 July 2018), para 6. 
77 Bui n 24 above, 120. 
78 As above, 121-123. 
79 CESCR n 45 above. 
80 www.hakijamii.com; www.heraf.or.ke. 
81 As above, 9-10. 
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calculating allocation or expenditure ratios on [ESCRs] and comparing them to national or 
international benchmarks; conducting ‘benefit incidence’ analysis to identify which groups 
are benefiting from public expenditure; or using Public Expenditure Tracking Survey (PETS) 
to ensure accountability for actual expenditures.  

Waris and Latif have also recommended the use of taxation principles in the context of 

sustainable health financing to deliver on UHC.82 

From the foregoing, the use of budget analysis can play a critical role in implementing ESCRs 

especially because resources are usually at the core of the problem. However, the focus on 

resources means that it is not possible to use this tool to anticipate and remedy any adverse 

impacts of a pharmaceutical trade policy and to this extent it is not suitable for this purpose.  

5.3 Indexes 

The use of indexes is arguably another way to measure ESCRs implementation. Indexes are 

‘made up of single numbers, or composite scores, that are calculated by combining multiple 

indicators.’83 The following indexes have so far been developed in the area of ESCRs 

implementation: Basic Capabilities Index by Social Watch; Global Age Watch Index; Global 

Hunger Index; ITUC Global Rights Index; Open Budget Index; and Social and Economic Rights 

Fulfilment (SERF) Index.84 Since indexes are not the focus of this study, the SERF Index and 

income inequality index have been selected to illustrate how this methodology works and 

then appropriate linkages have been made in relation to access to medicines.  

5.3.1 SERF index 

The SERF index can promote access to medicines. Sakiko Fukuda-Parr and others have 

argued that ESCRs and ending poverty have gained traction in the global south but this is 

                                                           
82 A Waris & LA Latif ‘Towards establishing fiscal legitimacy through settled fiscal principles in global health 
financing (2015) 23(4) Health Care Analysis 376-390. 
83 ‘Monitoring progress: The ‘pros’ and ‘cons’ of indexes’ ESCR-Net (August 2014), https://www.escr-
net.org/news/2015/august-2014-monitoring-progress-pros-and-cons-indexes (accessed 23 July 2017). The 
pros of indexes according to ESCR-Net are: quick and easy comparisons; easy to track improvement or decline; 
and support advocacy work. The cons are as follows: politically controversial; hides inequality; opaque 
methodologies; and simplify a complex situation. 
84 As above. The pros of indexes according to ESCR-Net are: quick and easy comparisons; easy to track 
improvement or decline; and support advocacy work. The cons are as follows: politically controversial; hides 
inequality; opaque methodologies; and simplify a complex situation. 
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being ignored by analysts.85 In their view, there have been notable progress in relation to 

poverty, child survival, and other indicators in the past decade.86 The SERF Index is therefore 

capable of providing empirical evidence to show how governments have improved in terms 

of fulfilment of ESCRs especially in Africa, Asia and Latin America.87 According to the SERF 

Index, the above trend according to statistical analyses is driven by gender equality and not 

‘the ratification of human rights treaties, nor government social spending, nor a regime of 

democracy.’88 Accordingly, the finding above is in line with other empirical research that has 

established the positive impact of gender equality in education, health, food security and 

economic growth.’89  The other importance of this finding is that ‘the advance of human 

rights is not a process of implementing laws that spring up in conference rooms of the UN 

but a process of sustained social change driven by the agency of people claiming their 

rights.’90 The 2017 international SERF index is available online at the University of 

Connecticut website.91 An access to affordable medicines index can for example try to 

understand how different countries have performed in providing access to medicines in their 

countries. Then the tool can be used to identify the main drivers in terms of access to 

medicines just like it was done under the SERF index as explained above. 

The use of indexes is not unique to ESCRs. Indeed, its greatest use has been in the area of 

corruption and governance with the most famous one being the Transparency International 

Corruption perception Index that has been responsible for raising in the international policy 

                                                           
85 S Fukuda-Parr ‘Human rights are not losing traction in the global south; 22 November 2016, 
https://www.opendemocracy.net/openglobalrights/sakiko-fukuda-parr/human-rights-are-not-losing-
traction-in-global-south (accessed 23 May 2017). See also S Fukuda-Parr, T Lawson-Remer, & S Randolph ‘An 
index of economic and social rights fulfilment: Concept and methodology’ (2009) 8(3) Journal of Human Rights, 
195-221. This paper explores a methodology for measuring economic and social rights fulfillment that is 
reliable and authoritative. It proposes a composite index that: uses available survey-based objective, rather 
than subjective, data; focuses on state obligations rather than solely on individual enjoyment of rights; and 
captures progressive realization of human rights subject to maximum available resources. Two calculation 
methods are proposed: the ratio approach and the achievement possibilities frontier approach. 
86 As above. 
87 As above. According to Fukuda-Parr, freedom from hunger and malnutrition, premature death, exploitative 
work, homelessness and illiteracy are not as visible as the release of a prominent political prisoner. But they 
are as essential to a life of freedom and dignity as the freedom of speech. 
88 As above. 
89 As above. 
90 As above. 
91 ‘2017 international SERF Index downloads’, http://serfindex.uconn.edu/2017-international-serf-index-
downloads/ (accessed 23 July 2017). 
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agenda the issue of corruption since 1995.92 Another common index is the Ibrahim Index of 

African Governance (IIAG), which provides an annual assessment of the quality of 

governance in every African country.93 The IIAG presently consists of more than 90 

indicators built up into 14 sub-categories and one overall measurement of governance 

performance.94 In similar vein, the SERF index can play a major role in putting ESCRs 

implementation in the international policy agenda as well as provide information that would 

assist governments to deliver on their responsibilities with regards to the implementation 

of ESCRs. By doing so, the SERF index will be indirectly promoting the realization of access 

to medicines globally. However, it is not the best methodology to use in relation to identifying 

and mitigating the adverse impacts of pharmaceutical trade policies. 

5.3.2 Income inequality index 

Apart from SERF index, there is also another index called income inequality index. Charles-

Coll notes that one cannot study the subject of inequality from an economic perspective 

                                                           
92 Corruption Perception Index, https://www.transparency.org/research/cpi/overview (accessed 11 August 
2017). According to this website, each year they score countries on how corrupt their public sectors are seen 
to be. Our Corruption Perceptions Index sends a powerful message and governments have been forced to take 
notice and act. Behind these numbers is the daily reality for people living in these countries. The index cannot 
capture the individual frustration of this reality, but it does capture the informed views of analysts, 
businesspeople and experts in countries around the world. The IIAG provides a framework for citizens, 
governments, institutions and the private sector to assess accurately the delivery of public goods and services, 
and policy outcomes, across the continent and for each of the 54 African countries. The IIAG is both a tool to 
help determine and debate government performance and a decision-making instrument with which to govern. 
The IIAG allows users to benchmark governance performance across various dimensions at national, regional 
and continental level. For every year and every country, annual results are available from 2000, enabling the 
analysis of trends over time and space. 
93 See Ibrahim Index of African Governance, http://mo.ibrahim.foundation/iiag/ (accessed 11 August 2017). 
94 As above. These indicators include official data, expert assessments and citizen surveys, provided by more 
than 30 independent global data institutions. This represents the most comprehensive collection of data on 
African governance. 

 
 
 

 

©©  UUnniivveerrssiittyy  ooff  PPrreettoorriiaa  

 

https://www.transparency.org/research/cpi/overview
http://mo.ibrahim.foundation/iiag/


154 
 

alone.95 He further notes that the causes of inequality can be endogenous96 or exogenous.97 

In terms of measurement, Charles-Coll notes that income inequality relies mainly on 

mathematical procedures and statistical tools as the most common procedure.98 According 

to Blackorby and others, it is rare to find income inequalities indices that are purely 

descriptive.99 This means that they must be integrated with a particular purpose for instance 

in policy formation and other purposes such that when there is reduction in their use it is an 

indicator of social progress.100 As such, ‘the theory of ethical inequality measurement 

attempts to find indexes that are based on reasonable, ethically attractive social value 

judgments.’101 It is on the basis of these types of indices that one can use it to ‘monitor social 

and economic progress and to aid in policy formulation.’102 Illustratively, the Dalton measure 

and the Atkinson are some of the normative measures that utilises value judgments and 

social welfare function.103 On the other hand, income inequality can be measured positively 

using statistical concepts by use of among others: ‘Gini Coefficient; Lorenz Curve; Theil 

                                                           
95 JA Charles-Coll ‘Understanding income inequality: Concept, causes and measurement’ (2011) 1 International 
Journal of Economic and Management Sciences 17, 
https://pdfs.semanticscholar.org/efd2/7cc515f6ff94cbf00c73909bf3b2cd72b801.pdf (accessed 27 July 
2017). According to Charles-Coll, ‘[i]n order to be a subject of analysis, the absence referred by the etymological 
definition of inequality must necessarily be associated to another measurable element, which is normally the 
unit we will measure and try to objectively evaluate in relation to other distributions of the same elements, the 
most common examples being income, wealth, consumption, as well as other normative elements such as 
welfare and utility. This way, the objective of any study on inequality must invariably be focused precisely on 
the chosen element of reference, as inequality (as a topic) represents only the value judgment of the absence 
of a homogeneous distribution of such element. In this context, for example, the study of gender, race, 
opportunities or income inequality, are the chosen elements (the ones to measure and compare), and their 
distribution is the condition we will evaluate in relation to our judgment on its goodness or badness.’ 
96 As above, 18. Endogenous refers to ‘a set of circumstances or characteristics intrinsic to individuals and 
which can potentially determine their future income as the result of influencing their comparative advantages 
either in the form of higher productivity or by the possession of scarce attributes which make them 
comparatively more market-valuable or even, in a broader sense, more socially competitive.’ 
97 As above, 19-21. These includes external factors like land, education and globalization. 
98 As above, 21. 
99 C Blackorby, W Bossert, & D Donaldson ‘Income inequality measurement: The normative approach’ in J Silber 
(ed) Handbook of income inequality measurement (1999) 133. 
100 As above. 
101 As above. 
102 As above. 
103 J Meng ‘What is the distinction between positive and normative measures of income inequality? Refer to the 
properties of one positive and one normative measure. Can the Gini coefficient be interpreted as a normative 
measure of inequality? If so, is its underlying social welfare function justifiable? Is there always an implicit 
welfare function underlying positive welfare measures of inequality?’ (23 November 2008), 
http://www.joycemeng.com/writings/inequality.pdf (accessed 27 July 2017). 
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Measure; relative mean deviation, and the coefficient variation.’104 Notwithstanding the 

above assertion, Kaplow appears to suggest that the normative approach to income 

inequality is not necessary and thus favors the descriptive approach.105 It thus appears from 

the above that income inequality indices cannot be purely descriptive and that what is 

needed is the theory of ethical inequality measurement to assist in monitoring progress in 

the area of economic and social or to aid in policy formulations. Suffice to note, this tool can 

best be used with the help of economists who are skilled in the art of numbers and economic 

development. 

Cole for instance has focused on analyzing whether the ICESCR has any impact on the extent 

of domestic income inequality in a country after accounting for government taxes and 

transfers.106 The focus on inequality by Cole was informed by the following three insights:107  

                                                           
104 As above. 
105 L Kaplow ‘Why measure inequality?’ (2002) Discussion paper no 386 10/2002, 
http://citeseerx.ist.psu.edu/viewdoc/download?doi=10.1.1.200.9385&rep=rep1&type=pdf (accessed 27 July 
2017). According to Kaplow, a substantial and growing literature develops various measures of indexes of 
economic inequality. Some use the Gini coefficient or other measures or relationships drawn from Lorenz 
curves; some prefer different indicators of dispersion, such as an entropy index; some offer axiomatic 
derivations of inequality indexes; and still others advocate the use of normative measures derived from social 
welfare functions. She notes that despite the available literature little has been said about why it is necessary 
to measure income inequality. In this context, she then examines this question and makes two claims. The first 
claim she makes is that normative measures of inequality which are designed to have a direct policy relevance, 
as aspects of overall social welfare are not necessary because there is little need to measure inequality per se 
even though it is an aspect of social welfare it makes more sense to measure welfare directly; measuring welfare 
requires additional efforts and yields no return. Second, regarding descriptive measures of inequality such as 
the ones used in regressions relating inequality and growth, measurement is often necessary. However, she 
claims that what constitutes a good measure depends on the economic theory and empirical facts in particular 
contexts, not necessarily on the properties and axioms that have generally been proposed for measures of 
inequality. 
106 WM Cole ‘The international treaty on economic and social rights has positive impacts’ 14 May 2015, 
https://www.opendemocracy.net/openglobalrights/wade-m-cole/international-treaty-on-economic-and-
social-rights-has-positive-impacts (accessed 21 July 2017). For a more detailed discussion, see also WM Cole 
‘International human rights and domestic income inequality: A difficult case of compliance in World society 
(2015) American Sociological Review. In summary, Cole notes that few analysts have studied the ICESCR 
because its terms are difficult to implement and suitable measures for judging compliance are hard to find. I 
analyze its association with income inequality, using data for more than 100 countries (1981 to 2005) and 
methods that account for the possibility of reverse causality. ICESCR membership reduces inequality in both 
developed and developing countries, although the relationship is stronger for developed countries—precisely 
those with the greatest capacity to implement their obligations. Other key determinants of income inequality 
and treaty compliance—left partisanship, union density, workers’ rights, and democracy—do not 
systematically condition the effects of ICESCR membership. 
107 Cole n 106 above. 
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regardless of a country’s overall wealth, resources can be distributed more or less equitably 
and that the government attempts to reduce inequality demonstrate an effort to comply with 
the ICESCR; when governments use taxes and transfers to reduce inequality, they go some 
way towards satisfying the ICESCR’s implied objective of equalizing resources; and lower 
inequality is also linked to other human rights benefits, including fewer violations of physical 
integrity rights.  

According to Cole, the statistics show clearly that ICESCR has been responsible for tackling 

the problem of income inequality in both developed and developing countries and that 

consequently a country is expected to reduce inequality problems by belonging to the 

ICESCR for a longer period.108 An interesting find for Cole however was that no evidence 

existed to support the conclusion that ‘domestic political support for or against economic 

and social rights either promoted or derailed ICESCR compliance.’109 This finding is 

important because politics has played a major role in terms of the access to medicines 

landscape. In this regard, the ICESCR can be used to ensure that politics does not become the 

key determinant of access to medicines policy-making. 

The common thread with the ESCRs methodologies discussed above is that they are usually 

employed after the effects of a particular program have been realized. They are therefore 

suitable for utilization after the fact. This makes them unsuitable for use in the context of 

formulating trade rules. In the next chapter, the mechanism of HRIA is discussed in order to 

find out whether it is capable of identifying and mitigating the adverse impacts of trade rules 

beforehand.  

5.4 Human rights impact assessment mechanism 

Another important ESCRs measurement method is the HRIA mechanism. According to the 

International Association of Impact Assessment (IAIA), impact assessment is ‘the process of 

identifying the future consequences of a current or proposed action.’110 A review of the IAIA 

official website reveals appropriate information about the different subfields of impact 

                                                           
108 As above. 
109 As above. 
110 International Association of Impact Assessment, www.iaia.org (accessed 8 March 2017). The IAIA is the 
leading global network on best practice in the use of impact assessment for informed decision making 
regarding policies, programs, plans and projects. Members of IAIA believe that impact assessment is a practical 
tool for helping meet today's needs without compromising the opportunities of future generations. 
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assessment including: biodiversity; corporate social responsibility; cultural heritage; 

cumulative effects; displacement and resettlement; environmental management systems; 

gender and gender impact assessment; health; impacts of tourism; indigenous peoples; 

public participation; social impact assessment; strategic environmental assessment; 

sustainability assessment; and sustainability assessment.111 Perhaps the human rights-

related impact assessments from the above list are public participation impact assessment 

and gender equality impact assessments. The IAIA is therefore yet to develop a HRIA based 

on human rights norms or right to health norms specifically. It can thus be concluded that 

the field of impact assessments is still a developing field and it is equally diverse since it 

covers many diverse sectors. The impact assessment for the human rights sector in 

particular needs to be developed further to be applied in different contexts. 

5.4.1 Some advantages and disadvantages 

The HRIA mechanism has some advantages and disadvantages. The advantages of HRIA 

mechanism according to Scottish Human Rights Commission (SHRC) include:112 

enhancement of the protection of human rights;113 and guarantees legal accountability, 

specificity as well as participation and transparency.114 

                                                           
111 http://www.iaia.org/key-citations.php (accessed 8 March 2017). 
112 Scottish Human Rights Commission ‘Human rights impact assessment: review of practice and guidance for 
future assessments’ (1 June 2010) 16-19. 
113 These include: A holistic approach to human rights protection: HRIAs address human rights issues during 
the process of policy development and reflection on existing practice. Therefore they have the potential to 
impact upon the ways that policy is developed and altered with regard to all individuals rather than only those 
who have the resources to bring cases to courts. Prevention rather than redress: HRIAs have the potential to 
prevent human rights violations before they happen if they are undertaken at a point in the policy cycle before 
decisions are made and before people are affected 
Impact on Institutional culture: HRIAs enable human rights to be ‘mainstreamed’ within policymaking.113 This 
has the potential to affect both institutional cultures and individual decision-making more widely in 
organisations. Particularly where HRIAs are conducted by those who are directly responsible for making policy, 
there is the potential for real change to be implemented and for the attitudes of policymakers themselves to be 
changed so that they start to take into account human rights issues regularly in their decision-making 
processes. Raising awareness – HRIAs have the potential to raise awareness about human rights issues in 
affected communities and more widely in society. 
114 This means the following: Legal accountability – Human rights represent legal obligations of states. HRIAs 
should compel ‘duty-bearers’ to act to protect the rights of ‘rights-holders’ and provide justifications for their 
policies in human rights terms. Specificity - HRIA ensures engagement with specific rights, such as freedom of 
expression that might be ignored in less legally grounded forms of assessment like social impact assessment. 
The human rights model may also require impacts to be disaggregated to specifically focus on the most 
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There are also a number of disadvantages including bureaucratisation, cutting off debate, 

measurement, legalisation, and bad decision-making.115 For instance the SHRC in realizing 

the importance of HRIA mechanisms for improving policy-making processes also noted that 

a poor HRIA could be nothing more than a tick-box exercise with no or very limited 

meaningful human rights impacts on the vulnerable or disadvantaged communities in terms 

of their human rights.116 In this regard, the SHRC compiled an overview of existing practice 

in the UK and internationally. The report had two conclusions that the methodologies in the 

UK have tended to be fairly simple and mainly focused on the compliance with the Human 

Rights Act, 1998. Consequently, the UK’s version of a HRIA mechanism is the Equality and 

HRIA Mechanism, which has been implemented on a periodic basis. Secondly, the experience 

at the international level has been more varied and in some cases there exists some 

extremely detailed HRIAs which cover many areas including ESCRs as well as civil and 

political rights.117 Arguably, therefore, HRIA mechanisms at the international level may be 

more detailed and complex than those undertaken at the national level. Secondly, the 

                                                           
vulnerable, poor and otherwise disadvantaged whose rights are most frequently overlooked. Participation and 
transparency – the human rights model encourages participation in policy making by the people affected, 
enhancing empowerment, legitimacy and ownership of policy choices. It should also encourage transparency 
in the process of undertaking impact assessment.114 However, we need to make sure that the rhetoric is 
reflected in the reality. 
115 Bureaucratisation – HRIA can become simply a bureaucratic process that must be overcome before a 
decision is made. It may come to value technique over substance and become a tick box exercise rather than a 
process that transforms policies, practices and institutional cultures.  In worst case scenarios, HRIAs can be 
utilised in order to justify decisions that have already been made. The danger of bureaucratisation is 
particularly prevalent where HRIAs are being undertaken by people who are not necessarily themselves 
experts in human rights (e.g. government officials, business people)115 or where there is a lack of institutional 
appreciation of, or commitment to, the value of the role that human rights standards may play with regard to 
that institution’s functions. Cutting off debate. HRIAs can become a mechanism for stopping further debate on 
an issue (‘we have already considered the human rights implications of this when carrying out the impact 
assessment, there is no need to do it again’).115 Measurement – There is a danger that impact assessment will 
concentrate on short term impacts that are easily quantifiable rather than long term effects or impacts that are 
not easily anticipated.115 HRIAs could thereby be associated with a ‘dumbing down’ process on human rights 
fulfilment and on policy-making generally. Legalisation – There is a danger that a minimum level of compliance 
with legal obligations on human rights can be seen incorrectly as maximum goals (‘as long as we can’t be sued, 
we have done our job’). This would have the unfortunate effect of transforming the floor of human rights into 
the ceiling and may mean that consideration of the broader social impacts of policies may be marginalized or 
overlooked entirely. Bad Decision Making - Proper HRIA is a complex process. There is a danger that ill-
equipped officials may (in good faith) make poor decisions which may undermine the whole human rights 
framework. Since the passage of the Human Rights Act in 1998 we have seen a trend in the UK for unpopular 
decisions by public bodies to be blamed on ‘human rights’. This could be exacerbated where decision-making 
is based on poor HRIA analysis which does not reflect true human rights values or standards. 
116 SHRC n 112 above, Foreword. 
117 As above, 5. 
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national implementation of HRIA mechanisms is mainly driven by legislation such as the 

Human Rights Act in the UK, which is the basis of the equality and HRIAs mechanism. In 

Scotland, the SCHRC report however recommends in relation to the equality and HRIA that 

there should be a movement to move beyond a simple compliance with the Human Rights 

Act approach as is the case in UK to the fulfilment approach including in the areas of ESCRs, 

disability rights, women’s rights and so forth.118 

5.4.2 Benefits and risks of human rights impact assessments 

The mechanism of HRIA has in addition to the advantages and disadvantages as well as some 

benefits and risks. Walker in particular has discussed the benefits and risks of HRIA of trade 

agreements.119 Accordingly, the benefits include the following: it is a comprehensive 

framework; it is a more objective standard than other impact assessments such as social 

impact assessment; it is a relatively well developed analytical framework; it is a limitation to 

trade-offs; it promotes legal accountability; and it is supportive of network of actors.120 In 

terms of the risks, they include the following: politicization; annexation; externalization; 

imbalance; and feasibility. 

5.4.3 The overarching principles of human rights impact assessment 

There are several overarching principles that underpin the utilization of HRIA mechanisms. 

First, the process of elaborating human rights impact assessment principles in relation to 

trade and investment began in 2011 when the former UN Special Rapporteur on the right to 

food,  Olivier De Schutter, published the guiding principles on human rights and impact 

assessments of trade and investment agreements.121 According to the Special Rapporteur, 

the guiding principles aim at providing states with the necessary guidance they require ‘to 

ensure that the trade and investment agreements they conclude are consistent with their 

                                                           
118 As above, 5-6. 
119 Walker n 99 above, 187-201. 
120 As above. 
121 O de Schutter ‘Report of the Special Rapporteur on the right to food’ 19 December 2011 
[A/HRC/19/59/Add.5, http://www.srfood.org/images/stories/pdf/officialreports/20120306_hria_en.pdf 
(accessed 2 August 2017). 
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obligations under international human rights instruments.’122 There are six key guiding 

principles that were enumerated by the UN Special Rapporteur as discussed below.  

The first guiding principle relates to the duty to prepare HRIA of trade and investment 

agreements. According to the guiding principles this means that all states should prepare 

HRIA before concluding trade and investment agreements in line with their right to health 

obligations.123 The suggestion that all states should conduct an impact assessment is 

particularly crucial because the obligations of the government and the actual impact of a 

particular measure may differ from one country to another. 

The second guiding principle is that states must ensure that the conclusion of any trade or 

investment agreement ‘does not impose obligations inconsistent with their pre-existing 

international treaty obligations, including those to respect, protect and fulfil human 

rights.’124 

The third guiding principle observes that HRIA of trade and investment agreements is best 

prepared before the agreement is concluded and in good time so that it can be used to 

influence negotiations and the outcomes. The following responses are available where 

incompatibility is found in HRIA: ‘termination of the agreement; amendment of the 

agreement; insertion of safeguards in the agreement; provision of compensation by third-

State parties; and adoption of mitigation measures.’125 

The fourth guiding principle is about the methodology of HRIA of trade and investment 

agreements. In this part, the guiding principle provides that each State should define how to 

prepare HRIA of trade and investment agreements at any time before its conclusion or before 

joining one. The HRIA procedure should be guided by human rights-based approach, and ‘its 

credibility and effectiveness depend on the fulfilment of the following minimum core 

                                                           
122 As above. 
123 As above, 5. 
124 As above, 6. 
125 As above, 8. 
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conditions:126 independence;127 transparency;128 inclusive participation;129 expertise and 

funding;130 and status.’131 In addition, this section also notes that states are at liberty to decide 

on the methodology that they want but the following elements should be considered while 

choosing a methodology for a HRIA:132  

making explicit reference to the normative content of human rights obligations; 
incorporating human rights indicators into the assessment; and ensuring that decisions on 
trade-offs are subject to adequate consultation (through a participatory, inclusive and 
transparent process), comport with the principles of equality and non-discrimination, and do 
not result in retrogression.  

On human rights indicators, the indicators should be able to measure the following:  

(a) Whether trade or investment agreement will make it more difficult for the State 
concerned to ratify a particular human rights instruments, to adapt its regulatory 
framework to the requirements of human rights, or to set up the institutional 
mechanisms, that ensure compliance with its human rights obligations (structural 
indicators); 

(b) Whether it creates obstacles to the implementation of the State’s policy measures and 
programmes, or to the functioning of institutional mechanisms, that ensure effective 
fulfilment of State’s human rights obligations, particularly insofar as such obligations 
require budgetary commitments (process indicators); and 

                                                           
126 As above, 9-10. 
127 Whether it is prepared by a national institution for the promotion and protection of human rights, 17 by 
experts specifically designated for this task, by a parliamentary committee in which opposition political voices 
are included, or by others, the HRIA should be initially prepared by a body or group of experts that is 
independent from the Executive which is negotiating, or has negotiated, the trade or investment agreement. 
That initial assessment should not necessarily be determinative, however: since it is to allow for the meaningful 
participation of citizens in public affairs and for an improved accountability of the Executive to the other 
branches of Government (see commentary following principle 1), the initial assessment should, ideally, be 
debated in Parliament. 
128 The HRIA should be based on sources of information that are made public. It should work on the basis of a 
clear methodology, defined in advance of the process and made public. And it should be open to receiving 
submissions, in order to ensure that its information basis will be as broad as possible. 
129 The HRIA should consider the views of the communities directly affected by the trade or investment 
agreement by ensuring participation in the conduct of the assessment. For this participation to be meaningful, 
those consulted should be provided with all the available information on the potential impacts, and the 
assessment should refer explicitly to their concerns and how these concerns could be addressed. 
130 The body or group tasked with preparing the HRIA should be composed of relevant experts and sufficiently 
well-funded in order to prepare a high-quality assessment. This body or group requires the combination of 
different methodologies in which different disciplines are represented (including but not limited to human 
rights and investment/trade), and may also require the commissioning of outside expertise. 
131 HRIAs are a tool for states negotiating trade or investment agreements to ensure that the conclusion of such 
agreements will not lead these states to violate their human rights obligations or to be unable to fulfil such 
obligations. Therefore, provided the results of the assessments are taken into account, states may be said to 
have acted with all due diligence to minimize the risk of such inconsistencies. 
132 de Schutter n 121 above, 11. 
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(c) Whether the trade or investment t agreement may make it more difficult for a State to 
make progress in the realization of the human rights it has undertaken to comply with, 
measured from the perspective of full enjoyment of all human rights by all (outcome 
indicators). 

The last guiding principle relates to the balancing priorities and HRIAs of trade or investment 

agreements. This is about states using HRIA to ensure that the protection of human rights is 

achieved through identification of both positive and negative impacts that trade agreements 

portend.133 

The above guiding principles are quite comprehensive and can apply across board. In the 

context of intellectual property rights, Forman and MacNaughton have proposed the 

following overarching and crosscutting principles that should guide HRIA mechanisms 

mainly borrowing from the above discussion and other sources:134  

(1) it should be flexible, robust and user-friendly, draw on an independent multi-disciplinary 
team, use a transparent and non-discriminatory methodology, draw on appropriate expertise 
and funding, and result in parliamentary debate over its recommendations; (2) it should 
integrate explicit human rights frameworks, citing international human rights law 
instruments and norms, identifying the rights-holders affected by the policy and state and 
non-state duty bearers, identifying human rights indicators to measure impact, and 
articulating conclusions in terms of impact on human rights; (3) It should integrate broad 
participation as a key human rights principle, as a critical method of gathering evidence of 
impacts, as a means to assure transparency and accountability, and as a measure to enhance 
ownership of the decision that is adopted; (4) It should be used with other human rights 
strategies such as mobilization, campaigning, advocacy, research, and policy analysis, and 
should involve domestic human rights mechanisms and actors such as national human rights 
institutions, NGOs and academics, and international mechanisms such as UN and regional 
treaty bodies; and (5) It should be institutionalized within domestic laws and within the 
international system. 

In terms of criticism, arguably, a HRIA should not necessarily result into a parliamentary 

debate as proposed by the first principle. While parliamentary debate can be used to improve 

on its legitimacy as a result of democratic dividend, the reality is that parliamentary debates 

may actually undermine the integrity of HRIA especially if political considerations are given 

more weight than human rights. Furthermore, in Kenya, past practice shows that 

environmental impact assessments are rarely discussed by Parliament and as such there is 

                                                           
133 As above, 12. 
134 As above. 
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no imperative that human rights impact assessment should be subjected to parliamentary 

debate. However, what could be subjected to Parliamentary debate is the final trade 

agreement or policy document together with the HRIA report on its own since it is a technical 

rather than a policy document. The final trade agreement or policy should be accompanied 

by some sort of certificate indicating that it is human rights compliant on the basis of the 

impact assessment conducted. 

Secondly, the third principle envisages that the people should be consulted in the process of 

HRIA mechanism. Arguably, this may not be required all the time as is the case of social 

impact assessment, which is about reference to the status quo and the people are directly 

consulted. This however does not mean that human rights experts should not be consulted. 

Indeed, a proper HRIA should be based on the human rights norms as well as the 

participation of human rights experts. The views of ordinary people may not necessarily 

improve the methodology and quality of a particular HRIA even if participation is an integral 

part of the human rights principles. In exceptional circumstances, however, it may be 

necessary to collect evidence of the impact in relation to public participation of a particular 

law or policy especially with regards to impact assessments conducted after a policy or 

project is already being implemented or has been implemented. 

Lastly, principle number five requires the institutionalization of HRIA both at the domestic 

as well as at the international level. This suggestion is actually important especially if the 

results of the HRIAs are to be taken seriously without a challenge. A better 

institutionalization proposal would be to include the requirement to conduct HRIA as part 

of the mandate of the national human rights institutions so that the national expert body on 

human rights can be integrated in trade policy-formulations. In Kenya, the National 

Environmental Management Authority (NEMA) undertakes environmental impact 

assessments on behalf of the business community and certifies projects as compliant or 

not.135 This same approach can be adopted in relation to HRIA, which means that the KNCHR 

could undertake the impact assessment and award appropriate approvals or certifications 

as may be required. Institutionalization as such also means the identification of the best 

                                                           
135 See generally part VI of the Environmental Management and Coordination Act No 8 of 1999. 
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government department that can undertake a proper HRIA if the requisite technical capacity 

exists. This department should be preferably the national institution responsible for human 

rights issues in the country. These institutions therefore must be fully funded and 

capacitated to formally intervene without necessarily having to be invited and advise on the 

human rights impacts of trade agreements and legislations before they are enacted and 

periodically thereafter. 

From the foregoing, it emerges that the HRIA mechanism is best suited to resolve the adverse 

impacts of pharmaceutical trade policies mainly because it is designed to be able to identify 

and mitigate adverse impacts of policy and programmes. The other methodologies were not 

designed to achieve the same purpose and as such they are inadequate. 

5.4.4 Methodology of human rights impact assessment 

The fact that HRIA has evolved in different ways in practice as discussed above means that 

it has a wide range of methodologies.136In the context of intellectual property rights, the 

methodology proposed by Forman and MacNaughton is very influential and can therefore be 

adapted for use in the Kenyan context.137  

There have been numerous efforts to promote the uptake of HRIA at the national level where 

it still remains largely unexploited by many governments so far. The ‘framework 

methodology’ means an outline and guidance in which users can use and develop further in 

order to respond to specific contexts in terms of HRIA mechanisms.138 In particular, the 

framework methodology proposed by Forman and MacNaughton is integral to this study for 

two main reasons. The first reason is that Forman and MacNaughton, in coming up with their 

own methodology, integrated existing methodologies and in this regard it can be said that 

                                                           
136 R Mungoven ‘Walking the talk: Exploring methodologies and applications for human rights impact 
assessment by the United Nations’ (OHCHR sabbatical report, February 2016) 9. 
137 L Forman & G MacNaughton ‘Lessons learned: a framework methodology for HRIA of intellectual property 
protection in trade agreements’ (2016) Impact assessment and Project Appraisal, 
http://www.dlsph.utoronto.ca/wp-content/uploads/2012/02/Forman-MacNaughton-IAPA-final-.pdf 
(accessed 30 July 2017). 
138 Forman & MacNaughton n 137 above, 2. 

 
 
 

 

©©  UUnniivveerrssiittyy  ooff  PPrreettoorriiaa  

 

http://www.dlsph.utoronto.ca/wp-content/uploads/2012/02/Forman-MacNaughton-IAPA-final-.pdf


165 
 

their methodology is the updated one.139 Secondly, the methodology proposed by Forman 

and MacNaughton is specific since it was developed to especially respond to the adverse 

impacts of trade-related intellectual property rights. By and large, what is currently missing 

is its adaptation and utilization at the domestic level especially by governments in 

developing countries including Kenya to promote the situation of access to medicines. The 

purpose of this study is therefore to demonstrate how this tool can actually be employed by 

governments in practice to promote realization of access to medicines at the domestic level.  

The focus on trade-related intellectual property rights methodology of HRIA mechanism 

developed by Forman and MacNaughton is also justifiable because of the fact that there is a 

rapid increase in intellectual property protection provisions in many bilateral and 

multilateral trade agreements over the past decade, which means that government are 

increasingly being required to provide more stringent patent protection to 

pharmaceuticals.140 Apart from bilateral and multilateral trade agreements, the 

implementation of TRIPs Agreement at the domestic level requires fundamentally reforming 

existing domestic laws especially those relating to intellectual property rights protection and 

enforcement in order to respond to the international requirement. In this context, it was 

necessary for Forman and MacNaughton to develop what they call a ‘framework 

methodology’ for HRIA mechanisms in order to assist States to meet their obligations both 

in the area of intellectual property rights protection as well as the realization of access to 

medicines in particular.141 

                                                           
139 The methodologies used by Forman & MacNaughton to develop a right to health impact assessment 
methodology include: P Hunt, & G MacNaughton ‘Impact assessments, poverty and human rights: a case study 
using the right the highest attainable standard of health’ (2006) Geneva: World Health Organization, 
http://www.who.int/hhr/Series_6_Impact%20Assessments_Hunt_MacNaughton1.pdf (accessed 31 July 
2017); United Nations ‘Guiding principles on human rights impact assessments of trade and investment 
agreements’ (2011) Report of the Special Rapporteur on the Right to Food [UN Doc. A/HRC/19/59/Add.5], 
Geneva: United Nations; and S Walker ‘The United States-Dominican Republic-Central American free trade 
agreement and access to medicines in Costa Rica: a HRIA’ (2011) 3 J Hum Rights Prac.188–213; D Kemp & F 
Vanclay ‘Human rights and impact assessment: clarifying the connections in practice’ (2013) 31 Human Rights 
and Impact Assessment 2, http://www.tandfonline.com/doi/full/10.1080/14615517.2013.782978 (accessed 
30 July 2017). 
140 Forman & MacNaughton n 137 above, 1. 
141 As above, 2.  
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Forman and MacNaughton explains that their framework methodology has three unique 

features from ‘the three primary models’ they have relied upon.142 The first unique feature is 

that it is user-friendly and has a narrow focus on the human rights impact of intellectual 

property rights on access to medicines alone which has two main advantages.143 The first 

advantage is that it can be used independently to generate an evidence-based advocacy tool 

by non-governmental organizations (NGOs) in terms of assessing the prospective or existent 

trade or intellectual property laws and agreements.144 Poor countries and NGOs working in 

these countries may be unable to conduct complex HRIAs and to this extent the proposed 

methodology is pragmatic. The second advantage is that ‘the proposed methodology may be 

used as an add-on methodology to be integrated into existing ex ante tools used by policy-

makers to assess trade and social impacts, including trade sustainability assessments, 

economic modeling and causal chain analysis.’145 Lastly, the two authors stress that their 

distinctive contribution is the framework methodology’s ‘focus on ‘usability’ – privileging 

ease, brevity, and affordability in order to assure that this tool can be used relatively quickly 

and cheaply according to context and need.’146 It should be noted that the framework 

methodology proposed by Forman and MacNaughton is primarily meant to be used by social 

actors as part of advocacy campaigns and at the same time the governments can insert it in 

a larger HRIA study that is aimed at informing policy formation should it elect to proceed in 

that direction and it has the requisite resources to do so.147 

According to Forman and MacNaughton, their HRIA mechanism adopts a common step-wise 

methodology which is as follows:148  

(1) screening (a preliminary check on potential impact), (2) scoping (development of an 
assessment plan including team selection, development of the methodology, selection of an 
explicit human rights framework based upon applicable human rights obligations and 
identification of data sources and indicators), (3) evidence collection, (4) rights analysis 

                                                           
142 As above. 
143 As above. 
144 As above. 
145 As above. 
146 As above. 
147 As above, 11. 
148 As above, 11. 
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requiring a comparison of the evidence gathered to the human rights obligations, (5) 
finalization of the report and methods of implementation, and (6) evaluation and monitoring.  

The same key steps were also adopted by the UN Special Rapporteur in the guiding principles 

document.149 Below is an elaboration of the steps by the two authors including my criticisms 

of each step. Other key sources specifically from Walker150 and SHRC151 will also be used in 

this analysis as well. In particular, the best practices as documented by SHRC will be 

highlighted in the relevant sections following on the structure of their methodology. 

5.4.4.1 Preparation 

The inclusion of the preparation stage can be useful in terms of providing the context of the 

process. This step is not included by MacNaughton and Forman. It is however included by 

Walker who notes that the preparation stage is about clarifying the context of the HRIA by 

among other things  

identifying the relevant legal, economic, environmental, social, and regulatory context of the 
country in the form of a baseline study, identifying people affected by and responsible for the 
policy or project, considering whether an assessment is necessary, setting out the objectives, 
scale and focus of the assessment, and identifying the skills, resources and time available to 
carry out the assessment.152 

The preparation stage is therefore about defining the context of the assessment and ensuring 

all details that may affect the assessment is reviewed and documented.153 

                                                           
149 Report of the Special Rapporteur on the Right to Food ‘Guiding principles on human rights impact 
assessments of trade and investment agreements’ (2011) [UN Doc. A/HRC/19/59/Add.5], Geneva: United 
Nations, paras 14-15. Since Forman and MacNaughton have better expounded on these steps, the same will not 
be replicated here with regards to the special rapporteur framework. 
150 SM Walker The future of human rights impact assessments of trade agreements (1996). 
151 Scottish Human Rights Commission ‘HRIA: review of practice and guidance for future assessments’ (1 June 
2010). The report of the SHRC was analysed based on the following sources: UK HRIA and Equality Impact 
Assessment Materials – including guidelines and toolkits for conducting EIAs and combined EIAs and HRIAs 
and the assessments produced using these toolkits; International HRIA Materials including HRIAs (both 
published and unpublished) and guidelines and toolkits on the conduct of HRIAs; Commentaries and Critical 
Analysis - Academic articles, Policy Papers and other commentary on the conduct of HRIAs and EIAs; Other 
Relevant Materials - Papers and other guidance concerning the development of human rights indicators (e.g. 
by relevant UN, EU bodies); relevant guidance on standards of consultation beyond that contained in the HRIAs 
set out above; Discussions with Practitioners and Commentators – We have held discussions with a number of 
practitioners and commentators who have been involved in the practice of HRIAs, have designed 
methodologies, or who have critically examined how they have functioned in the UK and internationally. 
152 Walker n 150 above, 87-89. 
153 As above, 89. 
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Suffice to note, the SHRC does not include this stage as part of its methodology. In this study, 

the preparation stage is handled in the next Chapter in so far as it clarifies the contextual 

environment of pharmaceutical trade policies in relation to the issue of access to medicines 

in Kenya. 

5.4.4.2 Screening 

The next step is the screening stage, which is mainly about conducting a preliminary check 

using human rights norms to establish whether a particular agreement potentially adversely 

impacts on access to medicines.154 The preliminary check proceeds as follows according to 

Forman and MacNaughton:155  

First, applicable human rights laws are scanned, including international and regional treaties 
ratified by the state in question, national laws and national case law to provide a framework 
of applicable and binding entitlements and duties related to medicines. This scan explicitly 
adopts a right to health approach focused on minimum core obligations to assure accessible, 
available, acceptable, quality essential medicines, as well as on state obligations to respect, 
protect, and fulfill the right to health. Second, existing intellectual property rights are 
identified, looking at international agreements such as TRIPs, other multilateral or bilateral 
agreements, and national laws and policies. Third, prospective changes within an anticipated 
intellectual property law are identified, focusing in particular on those provisions most likely 
to affect the affordability and availability of medicines. Fourth, the proposed intellectual 
property rights are provisionally assessed according to the analytical framework of the right 
to health, asking how these rights may impact the state’s ability to realize its right to health 
duties, with relevant duties specified at the outset, supplemented with additional specified 
duties drawn from national law and cases. These prospective comparisons are intended to 
identify potential breaches of the right to access affordable medicines that would result from 
adopting the proposed changes to intellectual property law and illustrate whether a full 
assessment should be conducted. 

Walker, on his part, contends that screening involves identifying the potentially problematic 

areas in a trade agreement in relation to human rights.156 He contends that an assessment in 

order to be meaningful should focus on trade measures, which are likely to have impact 

significantly on human rights.157 Using literature review and expert judgment it is thus 

possible in this stage to establish ‘the main causal links between a trade measure and the 

                                                           
154 Forman & MacNaughton n 137 above, 11. 
155 As above. 
156 Walker n 150 above, 87. 
157 As above, 92. 
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subject theme of the assessment (economy, social development, environment) and assess 

the significance of any resulting impact using a limited number of significance criteria.’158 

According to Walker, there is need to have a clear separation of the ‘screening’ stage and the 

‘scoping’ stage because of the practical distinctions between the two stages.159 Accordingly, 

one can screen-out unnecessary trade measures and as a separate step also clarify the scope 

of those measures that are to be subjected to subsequent assessment. In this regard, 

screening narrows the scope of the assessment in terms of the provisions while the later 

clarifies the content of the remaining provisions.160 Be that as it may, this study does not see 

the significance of separating the two stages since they both deal with the identification of 

the problematic provisions and clarifying their substantive contents. The steps will be 

unduly prolonged if the two processes were to be contained in separate stages. In any case, 

it is necessary for one to know the contents of a provision before it can be singled out as 

problematic.    

Since impact is a key factor in determining which provisions are subjected to an assessment, 

Walker lists four factors that can assist in determining this as follows:161  

the extent of existing human rights issues in the affected areas; the direction of changes 
compared to baseline conditions (positive or negative); the nature, magnitude, geographic 
extent, duration and reversibility of changes, including the likelihood of impacts having a 
cumulative effect; and the regulatory and institutional capacity to implement mitigation and 
enhancement measures. 

The SHRC recognizes this stage and observes that a screening stage is mainly about 

subjecting a proposed policy to preliminary checks so that one can decide if a comprehensive 

impact assessment is needed or not.162 The SHRC’s report is particularly important because 

it recommends a list of best practice as follows:163  

• At the very least, there should be a series of context-specific questions available to the 
decision-maker to prompt their thinking about whether a full HRIA is appropriate.   

                                                           
158 As above. 
159 As above. 
160 As above. 
161 As above, 93. 
162 SHRC n 112 above, 5. 
163 As above, 6. 
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• Consideration should be given to sources of information/expertise through which screening 
decisions can be tested e.g. - selective secondary research and expert opinions.  

• Training in screening processes should be a pre-requisite of making screening decisions 
• A decision not to carry out a HRIA should be signed off at a senior level within the 

organization.  

SHRC further notes that it is important to publish the result of the screening report in order 

to attract further inputs from human rights experts in case an issue has been missed.164 

5.4.4.3 Scoping 

The next step proposed by Forman and MacNaughton is the second step, which they note 

should first be assessed to be both feasible and necessary meaning that it is optional.165 The 

purpose of the second step is to build on the first stage in terms of planning the assessment 

by among other things:166  

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

                                                           
164 As above 
165 Forman & MacNaughton n 137 above, 12. 
166 As above, 11-12. (1) Key Actors: The team conducting the assessment should be multidisciplinary, including 
people with knowledge and/or expertise of human rights and the right to health, TRIPS, public health, and 
economic modelling. Team members should be drawn from academia, domestic social groups, and 
international human rights bodies and should ensure independence from the executive. (2) Key stakeholders: 
Key stakeholders should include populations and/or communities likely to be most affected; policy-makers 
with direct responsibilities in relation to medicines and intellectual property provisions; social actors who will 
participate in the assessment and international actors who may contribute to the assessment. Importantly, 
participation of populations likely to be affected in the assessment should be considered more than simply as 
a source of evidence. Participation should be assured at all steps of the assessment. At this planning step, 
representatives of the people mostly likely to be impacted should be involved to ensure that their views are 
considered in designing the HRIA plan and budget, as important factors may be overlooked by establishing an 
assessment plan without including those most likely to impacted. (3) Work plan, timetable and budget: In 
developing the work plan, timetable and budget, actors should assess the actors, activities, duration, and 
beginning and end dates of each component of the HRIA, taking into account available resources and personnel, 
and the timelines for ensuring that HRIA results have maximum impact on trade negotiations. (4) Methods of 
data collection: Actors conducting the exercise will need to choose methods in accordance with resource 
availability and timeframes. In low-resource settings, methods may include analysis of existing studies, 
secondary sources, and economic modelling. Secondary sources should include existing literature exploring 
the impact of intellectual property rights on access to medicines.166 (5) Choice of indicators: Potential indicators 
should be reflective of human rights, and should be both qualitative and quantitative. 
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Walker on the other hand equates the scoping stage to defining the terms of reference of an 

impact assessment with the following details:167  

describing in detail the elements of the policy or project to be assessed, identifying the 
negotiation or implementation of future scenarios to be assessed, identifying likely future 
impacts, identifying the indicators of measurement and significance criteria, as well as the 
data sources relied upon and the various assessment tools to be employed, identifying the 
stakeholders to be consulted and how to ensure popular participation. 

In this regard, Walker notes that after narrowing the issues to be addressed at the ‘screening’ 

stage, the ‘scoping’ stage is supposed to provide details of how the impact assessment will 

be conducted by describing the following:168  

the trade measure under assessment and a range of potential negotiation scenarios; the 
geographical context and time horizons; an initial indication of the likely impacts; assessment 
priorities based on those likely impacts; indicators of impact and impact significance criteria; 
data collection and analysis techniques; and, a detailed consultation and participation plan. 

On the part of SHRC, the best practice recommendations are that the scoping exercise must 

detail the following:169 

Who will undertake the assessment (see more detailed recommendations above); A 
description of the policy, its aims and why it has been developed; Who is affected by the 
policy; Possible human rights impacts of the proposal and indicators for how to measure 
those impacts; The evidence that exists to inform the assessment and any further evidence 
that needs to be found; and The timescale of the assessment. 

This step appears to be crucial because it will be important in order to inform the size of 

research to be undertaken and assess the level of resources needed versus what is available. 

5.4.4.4 Evidence collection 

The third step which is information collection essentially builds on second stage by:  

                                                           
167 Walker n 150 above, 87. 
168 As above, 93-94. 
169 As above. 
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(1) focusing on the trade-related intellectual property provisions that may have the greatest 

impact on the right to affordable medicines; and (2) gathering information on the potential 

right to health impacts of the proposed provisions.170  

As the name suggests, this is where data collection is done before analysis can be undertaken.  

Walker does not include this stage in his framework. 

SHRC observes that the following are the best practice recommendations:171 

• HRIA toolkits and guidance should include comprehensive sections on the sort of evidence 
that might be required (with specific examples) and where that evidence can be found (see 
Department of Health textbox above for details). 

• HRIA training should include training in appropriate research methodologies 

• Organizations should consider identifying someone to collect information as it becomes 
available. Smaller organizations could pool resources to develop a shared database. 

 

5.4.4.5 Consultations 

This procedure is only contained under the SHRC report and not the others. It is closely 

related to evidence collection since according to SHRC this step is supposed to cover the 

voices of persons to be affected by a policy decision so that they can also be incorporated in 

the impact assessment.172 

According to SHRC, the best practice recommendations are as follows:173 

• Consultation processes should ensure there is adequate opportunity to respond and for those 
responses to be taken into account in the formulation and modification of policy 

• HRIAs should consider the full range of people who should be targeted by consultation 
processes (e.g. staff, service users, those effected by the policy and other stakeholders) and 
the best methods for consultation 

• People undertaking HRIAs should have an understanding of the specific barriers to 
consultation that arise for particular groups and methods for dealing with them through 
appropriate training, and context specific guidance HRIA forms should ask for evidence of 
consultation with stakeholders not simply that consultation has taken place. 

                                                           
170 Forman & MacNaughton n 137 above, 13. 
171 SHRC n 112 above, 7. 
172 As above, 7. 
173 As above. 
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5.4.4.6 Rights analysis 

The next step is the rights analysis step. In this category, the data is analyzed as against 

human rights obligations to identify the implications of a policy measure proposed.174 It is at 

this stage that the measures that may mitigate the identified impacts are also elaborated.175 

If necessary, this part may highlight measures that would improve the situation of access to 

medicines in a positive manner.176 

Walker observes that analysis is about specifying the actual impact of a policy measure 

identified at the scoping stage using data. Accordingly, 

 ‘analysis’ stage refers to the verification of the various cause-effect channels linking trade 
measures with potential impacts that were identified during the ‘scoping’ stage. Effectively, 
this stage is putting into practice the terms of reference elaborated during the ‘scoping’ stage. 
It essentially involves four principal steps: first, the collection of data; two, analysis of data 
by reference to impact indicators to see whether the likely positive or negative impacts 
identified in the ‘scoping’ stage are verified; third, an evaluation of those results giving them 
context and meaning and their implications for the enjoyment of human rights and the State’s 
human rights obligations; and fourth, the compilation of an initial report.177 

SHRC also contends that analysis is about establishing the human rights impact of a 

particular policy; In this step, human rights indicators are often utilized as the basis for 

analysis. Accordingly:178 

Indicators or questions should be developed at the scoping stage in order to ascertain what 
evidence should be gathered and then again at the analysis stage to determine whether there 
has been a human rights impact. Indicators need to be developed which are context specific 
and relevant to the human rights framework which is being employed Indicators should be 
designed to assist non-legal specialists in understanding the human rights obligations which 
are at the core of the assessment process 

                                                           
174 Forman & MacNaughton n 137 above, 13. 
175 As above. 
176 As above. 
177 Walker n 150 above, 98. 
178 As above. 
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5.4.4.7 Finalization of the report and methods of implementation/ Conclusion of 

recommendations 

Step five deals with the report, conclusions and recommendations. It is about finalizing the 

report using ‘the analysis of impacts on the realization of State duties, health needs, and 

human experience.’179 This is where proposals for policy reforms are made as well as 

strategies for implementation, monitoring, and evaluation.180 

Walker observes that recommendations should consider what should be done to enhance 

the positive impact and reduce the negative impact identified in the analysis stage.181 Walker 

further observes that this section might also encompass: 

a) Measures built into the trade agreement itself such as a modification of a trade measure, 
the inclusion of a safeguard mechanism or exception, changes to the timing of 
implementation; b) Measures included in a parallel agreement or side-letter to the 
agreement, such as interpretative statements or creation of institutional arrangements to 
help implement programmes of common interest to the parties to mitigate negative impacts 
or to monitor implementation of the agreement; c) Technical cooperation or capacity-
building projects to improve infrastructure, access international institutions and human 
rights bodies, improve data collection and analysis and so on; d) National measures directed 
towards remedying market imperfections, such as pricing mechanisms, government support 
through subsidies, tax measures, microcredit schemes and so on; e) Regulatory measures, 
including the adoption of human rights legislation or regulations, private sector regulation, 
ratification of international instruments, consumer protection legislation and so on; f) 
Voluntary measures such as adoption of industry standards, codes of conduct, Eco labeling 
and fair trade schemes; g) Institutional measures to enhance public participation, improve 
transparency around trade negotiation and implementation of agreements including access 
to information, and to strengthen accountability mechanisms; h) Abandonment of the trade 
agreement, identification of ‘no-go’ areas or exclusion of certain trade measures.182 

If possible, it is advisable to solicit for public views, especially from those directly to be 

affected, when developing recommendations and in the event that human rights norms are 

deficient in terms of providing appropriate guidance on what needs to be done to mitigate 

the negative impact identified.183 

                                                           
179 Forman & MacNaughton n 137 above, 14. 
180 As above, 14. 
181 Walker n 150 above, 88. 
182 As above, 99-100. 
183 As above, 101.  
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SHRC notes that the conclusions and recommendations stage is where the results are 

clarified and the actions to be taken, including alternative proposals, as well as mitigating 

measures are clearly stated.184 In terms of the best practice, the SHRC recommendations 

include: 

• Making conclusions and recommendations should be highlighted as an integral part of the 
process of HRIA; 

• HRIA toolkits and forms should include detailed guidance and questions that must be 
answered on the type of recommendations that might be appropriate including changes to 
the policy, mitigating actions; 

• Where negative human rights impacts are identified then failure to recommend any action as 
a result should be fully justified; 

• Where action is required, the person who will implement the recommendations should be 
identified, as well as the fact that they have been notified of the need for the change and the 
timescale within which this change will occur; and  

• Recommendations should be signed off by a senior person in the organization undertaking 

the assessment, preferably with responsibility for decisions on the policy changes. 

5.4.4.8 Preparation of report 

This step is not listed by Forman and MacNaughton. Walker on the other hand lists as the 

last step the preparation of the report which will include the results of the impact assessment 

as well as its recommendations.185 The report will also detail the monitoring and evaluation 

process.186  

5.4.4.9 Publication 

Publication of the report depends on its use. This stage should be last and preferably after 

the issues have been agreed upon. The SHRC also lists as best practice the following 

recommendations:187 

• All HRIAs should be published including screening processes, full assessments and 
recommendations for action 

• HRIA forms should be designed in order to promote transparency and provide a full record 
of the impact assessment process 

• Individual HRIAs should be easy to access via a website and should be simple to find with a 
basic Google or other search engine search. 

                                                           
184 SHRC n 112 above. 
185 Walker n 150 above, 89. 
186 As above. 
187 SHRC n 112 above, 57. 
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5.4.4.10 Evaluation and monitoring 

With respect to evaluation and monitoring it is important to put in place benchmarks and 

indicators in order to monitor progress over a period of time including the long term period. 

It is crucial to also provide for the identity of the actors responsible to monitor progress at 

this step188 

The framework methodology provided by Forman and MacNaughton is very useful 

especially in terms of provoking ideas on how best to fashion a context-specific HRIA such 

as for example in Kenya as contemplated in this study. However, the key question that has 

to be answered is: What is the main value-addition of the HRIA mechanism over a simple 

rights-compliance analysis using indicators and benchmarks as has been the main practice 

in the past as discussed in the previous Chapter? It will be demonstrated in this study that in 

the context of government legislation the non-substantive (this means the part that deals 

with processes as opposed to the substance) part of HRIA methodology is often the most 

important. What this means is that the rights compliance analysis usually achieves the same 

thing as is the process of evidence collection and rights analysis, which are two key steps in 

a HRIA mechanism. 

According to Walker, evaluation and monitoring means that an assessment has to be done at 

a later stage to determine whether the objectives of the impact assessment has been realized 

or not.189 

On its part, the SHRC regards monitoring and review as something that will ensure that the 

HRIA process is ‘ongoing and cyclical review of policy’ and not just a once in a lifetime 

event.190 In this regard, the best practice recommendations include:191 

• Post –assessment internal monitoring and review procedures should be set up to consider 
whether recommendations have been implemented and what the ongoing impacts of the 
policy or practice are.  

• The Procedures should specify: 

                                                           
188 As above. 
189 Walker n 150 above, 89. 
190 SHRC n 112 above, 41. 
191 As above, 57. 
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o who is responsible for monitoring the policy 
o the date when the policy will be reviewed and what evidence would trigger an early 

review 
o if there is any data which needs to be collected and how often it will be analyzed. 
o how to continue to involve relevant groups and communities in the implementation 

and monitoring of the policy. 

5.5 Conclusion 

The main conclusion of this chapter is that human rights norms rely on human rights 

methodologies for implementation. There is a plethora of methodologies especially in the 

area of ESCRs. Most of the methodologies discussed above are best utilized to evaluate 

programmes and projects after or in the process of implementation of a project. However, 

the mechanism of HRIA is perhaps the only tool that can be utilized prior to the 

implementation of a policy or legislation to identify and mitigate the adverse impacts of trade 

policies, legislation and agreements. It works the same way as environmental or social 

impact assessment in the context of implementing development projects. To this extent, this 

tool is best suited to be used to resolve the adverse impacts of pharmaceutical trade policies. 

In the next chapter, the HRIA methodology is applied in the Kenyan country context in 

relation to pharmaceutical trade policies and access to medicines. 
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CHAPTER SIX: A CASE STUDY OF PHARMACEUTICAL TRADE POLICIES 

AND ACCESS TO MEDICINES IN KENYA 
 

6.1 Introduction 

The previous chapters demonstrated why developing countries may utilize human rights 

impact assessment (HRIA) methodology in order to resolve the adverse impacts of 

pharmaceutical trade policies on access to medicines in relation to the implementation of 

the Trade Related Intellectual Property Rights (TRIPs) Agreement. Specifically, it was argued 

that a market-based theory as opposed to human rights-based theory would be most 

appropriate in Kenya in terms of promoting the uptake of HRIA methodology by trade policy 

makers in government. The focus on market-based theories as a motivational theory for 

trade policymakers in government is informed by the free market ideology that is widely 

practiced in Kenya’s trade sector. Therefore, as Coleman argues, the rational theory of 

morality provides an important framework to argue for the adoption of human rights 

without compromising the interests of the state or rather rationality by using the concept of 

market failure. In the previous chapters it also emerged that the implementation of the TRIPs 

Agreement in developing countries may potentially be classified as a situation of market 

failure in Kenya because of its adverse impacts on access to medicines in developing 

countries and as such according to the market theory of morality using human rights norms 

may be justified. In order to use human rights arguments, it is important to identify the 

appropriate framework, such as the right to health normative framework as it relates to the 

TRIPs Agreement and access to medicines. Lastly, the right to health framework can only be 

employed in a useful manner in relation to pharmaceutical trade policies and access to 

medicines if it can prevent beforehand the potential adverse impacts it may have on access 

to medicines. Consequently, this requires the use of the HRIA mechanism, which is 

functionally different from other methodologies that are available in relation to the 

implementation of economic, social and cultural rights (ESCRs). It emerges from the earlier 

review of the catalogue of ESCRs methodologies available that HRIA is perhaps the only 

instrument that can resolve beforehand the adverse impacts of pharmaceutical trade policies 

on access to medicines.  
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In the following chapters, the study narrows down the discussion to the Kenyan case study. 

Basically, there are two chapters dealing with the Kenyan country-context. The first one is 

this chapter which essentially demonstrates that Kenya has not used HRIA despite the fact 

that it continues to formulate pharmaceutical trade policies that may adversely impact on 

access to medicines locally especially in the area of anti-counterfeiting legislation. The next 

chapter then focuses on the reason why trade policy makers in Kenya have not implemented 

the HRIA mechanism despite the existence of a clear need especially in area of  anti-

counterfeiting legislation.  

6.2 An introduction to the access to medicines and TRIPs Agreement flexibilities 

landscape in Kenya 

This section will tackle the history of pharmaceutical patents in Kenya, incorporation of 

TRIPs Agreement flexibilities, threats to access to medicines, and local pharmaceutical 

manufacturing. The main argument advanced in this section is that Kenya’s intellectual 

property rights framework has always been in favour of adopting a strong intellectual 

property rights protection framework as opposed to exploiting the available flexibilities in 

order to safeguard its human rights obligations including under the right to health and access 

to medicines. Essentially, therefore, Kenya is an example of a country that has taken its trade 

obligations or free market ideology seriously compared to its human rights obligations or 

egalitarianism. In this regard, from a historical standpoint, one may argue that market-based 

theories of HRIA may be more motivational to trade policy makers in Kenya as opposed to 

human rights-based theories because of the existence of a strong culture of free market 

ideology in the trade sector as opposed to egalitarianism.  

6.2.1 History of pharmaceutical patents in Kenya 

In Kenya, prior to the adoption of the TRIPS Agreement, the development of intellectual 

property rights rules and many other laws was mainly influenced by England by virtue of 

colonization. Until 1989, Kenya therefore recognized and protected in its territory the 

intellectual property rights rules of England and specifically the British Patents and Designs 
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Act, 1907.1 Many countries had provision of patent laws entitled ‘Reciprocal arrangements 

with the United Kingdom (UK) and other parts of His Majesty’s dominions’ to facilitate this.2 

The influence of colonialism is therefore critical in Kenya’s intellectual property rights 

landscape since Kenya did not reserve the right not to protect pharmaceutical patents 

despite there being no obligation at the international level. The Kenyan historical experience 

therefore shows that Kenya has been an intellectual property rights maximalist in that it has 

always provided for higher protection of intellectual property rights in its territory. The 

above scenario also shows that Kenya has been heavily influenced by UK in terms of adopting 

free market ideology as opposed to egalitarianism. A free market ideology will therefore 

inadvertently prioritize trade rules at the expense of other obligations of the government.     

In 1990, Kenya’s intellectual property rights landscape changed significantly with the 

enactment of the Industrial Property Act,3 which established the Kenya Industrial Property 

Organization (KIPO).4 The establishment of KIPO is a significant development because it was 

now possible for Kenya to directly administer its own intellectual property rules. Under 

section 2 of the Act, industrial property rights were defined as patents, certificates for 

industrial designs and any other non-patentable creation, rationalization certificates and 

utility certificates. KIPO was established under section 3 to: ‘(a) to examine application for, 

and grant, industrial property rights; (b) to screen technology transfer agreements and 

licenses; (c) to provide patent information to the public; and (d) to promote inventiveness 

in Kenya.‘ Under sections 6 and 11 of the Act, there was no exception provided for 

pharmaceutical products as had been done by other developing countries. In particular, 

India’s Patent Act, 1970 did not recognize product patents protection in drugs and food.5 In 

fact, it is estimated that about 40 states had reserved the right to decide whether or not 

pharmaceutical patents should be protected in their respective jurisdictions.6 Rather than 

                                                           
1 M Wekesa ‘An overview of the intellectual property rights (IPRS) regime In Kenya’ in M Wekesa & B Sihanya 
Intellectual property rights in Kenya (2009) 7. 
2 See for instance the Patents and Designs Act No 11 of 1911, Bangladesh, section 78. 
3 Industrial Property Act, 1990 (Cap 509 Laws of Kenya). 
4 As above 
5 S Chaudhuri ‘TRIPS and changes in pharmaceutical patent regime in India’ (January 2005) 2, Working Paper 
No 535, http://www.who.int/hiv/amds/IDA_India-Patent-amendments-Sudip.pdf (accessed 12 March 2017). 
6 WHO Drug Information ‘Intellectual property protection: Impact on public health’ (Vol 19, No. 3, 2005) 238, 
http://www.who.int/medicines/areas/policy/AccesstoMedicinesIPP.pdf (accessed 1 December 2016). 
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provide for complete exclusion section 12 of the Industrial Property Act, 1990 provided for 

temporary exclusion from patentability of certain products and processes. The section stated 

as follows: 

Inventions concerning certain kinds of products or processes for the manufacture of those 
products, may, by notice in the Gazette, be excluded from patentability for not more than ten 
years except that any such exclusion may be extended for further periods, each, period not 
exceeding ten years.  

From the above quote, it is arguable that Kenya without expressly stating so could actually 

use the law to exclude from patentability product patent protection in drugs as was the case 

in India’s Industrial Property Act, 1970. However, since this provision was never used by the 

government, the reluctance of the state to intervene, especially upscaling access to ARVs that 

were highly needed in the 1990s, contributed to many deaths in Kenya that could be 

prevented. The inability of the Kenyan government to take steps to protect its own people 

for fear of antagonizing its trade partners is a clear indication that Kenya has a strong free 

market ideology.  

In 2002, Kenya repealed its Industrial Property Act, 1990 and replaced it with the Industrial 

Property Act, 2001. The TRIPs Agreement requires all its member states to provide 

minimum patent protection in all fields of technology including pharmaceutical patents.7 The 

Industrial Property Act, 2001 also abolished the Kenya Industrial Property Organization and 

replaced it with the Kenya Industrial Property Institute (KIPI), which is a body corporate.8 

The function of KIPI are similar to that of KIPO as provided for under section 5 of the Act as 

follows:  

(a) consider applications for and grant industrial property rights; (b) screen technology 
transfer agreements and licenses; (c) provide to the public, industrial property information 
for technological and economic development; and (d) promote inventiveness and 
innovativeness in Kenya. 

Section 22(1) provides for both product and process patents including pharmaceutical 

patents. The pharmaceutical patent protection for both processes and products in 

                                                           
7 See generally Article 27 of the TRIPs Agreement, 1995. 
8 Section 3 of the Industrial Property Act, 2001. 
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developing countries including Kenya is therefore mandatory pursuant to Article 27 of the 

TRIPs Agreement, 1995.9 

Compared to India, Kenya’s policy space post-2005 is still incoherent in relation to access to 

medicines. Whilst both Kenya and India are required to be TRIPs-compliant post-2005, India 

has been able to make its patentability criteria strict in order to resolve the problem of ‘ever-

greening’ of patents pursuant to India’s Patent (Amendment) Act No 15 of 2005. ‘Ever-

greening’ means that patents never expire due to the registration of a second or even third 

patent on the same product or invention.    

6.2.2 Incorporation of the TRIPs Agreement flexibilities in Kenya and the success of 

parallel importation in Kenya 

Since Kenya is not a net exporter of medicines, activism around access to medicines is 

focused on how to facilitate importation of medicines, and especially generics from other 

markets, where it could be cheaper than what is available in the Kenyan market. From this 

understanding, the issue of incorporation of TRIPs Agreement flexibilities in law becomes 

very important in order to secure the policy environment in favor of importation of generics. 

The above analogy explains why Kenya included a wide range of flexibilities into the 

Industrial Property Act, 2001. The first flexibility contained in the Act is government use 

under section 80.10 The second flexibility contained in the Act is voluntary licensing under 

sections 69-70.11 The third flexibility contained in the Act is compulsory licensing under 

                                                           
9 Article 65(4) of the TRIPs Agreement allows for developing countries to further delaying of protection in 
relation to product patent to areas of technology not so protectable in its territory on the general date of 
application of the TRIPs Agreement. Article 27 of the TRIPs Agreement now imposes obligations in all fields of 
technology without exceptions. 
10 Section 80 (1) of the Act provides for the exploitation of the patented inventions by the Government or by 
third persons authorised by the Government as follows: ‘Subject to this section, where:  (a) the public interest, 
in particular, national security, nutrition, health, environmental conservation, or the development of any other 
vital sector of the national economy so requires; or (b) the Managing Director determines that the manner of 
exploitation of an invention by the owner of the patent or his licensee is not competitive; the Minister may, 
upon application to him in the prescribed form and after consultation with the Institute and the owner of the 
patent, order that the protected invention shall be exploited by a Government Ministry, Department, agency or 
other person as the Minister may designate in the order, subject to the payment of adequate compensation to 
the owner of the patent in accordance with this section.’   
11 Section 69 of the Act elaborates the prohibited terms in licence contracts. Article 70 provides for the 
registration of the contract and issue of certificate. 
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sections 72 to 78.12 The fourth flexibility contained in the Act is the ‘early working’ or ‘Bollar’ 

exceptions under section 54(II).13 Accordingly,  

government use means that the government may legitimately appropriate a patent for its 
own legitimate purposes. Voluntary licensing relates to a situation where a patent owner 
licenses a third party to exploit his or her patent usually by way of royalty payment. 
Compulsory licensing relates to a situation where the government compulsorily acquires and 
licenses third parties to exploit an existing patent in line with existing requirements 
prescribed by law. Lastly, early working or the ‘Bollar’ provisions relate to exploitation of 
patents for research and/or marketing purposes but not for commercial purposes especially 
when the existing patent is due to expire.’14  

From the above, it is clear that the participation of civil society partly ensured the 

incorporation of a robust list of flexibilities under the 2001 law. According to Harrington, 

each of these flexibilities could contribute to increased access of locally produced generics.15  

However, in terms of practice, Kenya has not exploited fully all the flexibilities available in 

the IPA, 2001. Arguably, Kenya’s strong free market ideology has also manifested itself in 

terms of the choice of flexibility employed to promote access to medicines, which is parallel 

importation. Harrington concedes that Kenya has obtained practical advantage using 

parallel importation provided for under Article 58(2), which provides for the integration of 

the international exhaustion principle as opposed to the restrictive national exhaustion 

principle.16 Under this new regime, it is now possible to import and market cheaper branded 

products as well as generics even where a valid patent exists in Kenya.17 Lettington and 

Munyi also hold the view that the new regime of parallel importation is indeed a best practice 

                                                           
12 Section 76 of the Act provides that ‘a compulsory licence may be transferred only with that part of the 
industrial undertaking or its goodwill, in which the relevant invention is used and no such transfer shall be 
valid until the consent of the Tribunal has been obtained.’ 
13 Section 54(ii) provides that '[t]he owner of the patent shall have the right to preclude any person from 
exploiting the protected invention by any of the following acts- (a) when the patent has been granted in respect 
of a product – (ii) sticking such product for the purposes of offering it for sale, selling or using the product.  
14 J Harrington ‘Access to essential medicines in Kenya: Intellectual property, anti-counterfeiting, and the right 
to health’ in MF FBA, S Hawkes, & B Bennet (eds) Law and global health (2016) Oxford University Press. above, 
98.  
15 As above. 
16 As above, 99. Section 36(a)(1) of the now repealed 1989 Industrial Property Act was reformed and replaced 
by the new section 58(2) of the 2001 Industrial Property Act which adopts international exhaustion principle 
as opposed to the previous national exhaustion principle section 58(2) therefore provides that ‘[t]he rights 
under the patent shall not extend to acts in respect of articles which have been put on the market in Kenya or 
in any other country or imported into Kenya.’  
17 As above. 
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in Kenya and it has been responsible for lowering of commodity prices, improvement of 

medicines supply, and promotion of competition.18 What Kenya has done is not to infringe 

property rights but exploit the variations in prices in the international market in order to 

respond to the challenge of high medicines prices. 

On the flipside, however, a joint report by Ministry of Health and Pharmacy and Poisons 

Board claimed that parallel importation had not improved access to medicines locally.19 The 

report however noted that the practice of parallel importation may be of utmost benefit to 

Kenya. In a recent study published by HAI regarding the price and availability of both locally 

produced and imported 31 medicines in both public and private outlets show that 

government procurement prices are slightly higher than international reference prices at 

0.55 and 0.78 respectively and as such locally produced medicines were 30% cheaper than 

imports.20 This position of the government could be explained by the fact that the regulatory 

framework to make parallel importation work best is almost non-existent, which has also 

contributed to the problem of counterfeiting and unethical trade practices.21 Thus the 

government has recommended the review of the Pharmacy and Poisons Act22 in order to 

accommodate the mechanism of parallel importation in line with the relevant intellectual 

property laws in Kenya and the TRIPs Agreement flexibilities.23 In fact, the Pharmacy and 

Poisons Board has reportedly already elaborated a set of guidelines that is aimed at making 

medicines cheaper using the parallel importation framework.24 However, overregulation of 

the parallel importation may achieve unintended consequences by, for example, making it 

hard to exploit the flexibility as is the case in relation to the utilization of the compulsory 

licensing flexibility. 

                                                           
18 R Lewis-Lettington & P Munyi Willingness and ability to use TRIPs flexibilities: Kenya case study (2004) 18. 
19 ‘Taskforce report on parallel importation, counterfeits and illegal trade in pharmaceuticals’ (undated joint 
report by the Ministry of Health and the Pharmacy and Poisons Board) 9, 
http://pharmacyboardkenya.org/downloads/?file=parallel_importation.doc (accessed 28 November 2016). 
20 HAI Report on prices & availability of locally produced and imported medicines in Kenya, Survey report July 
2018, 11. 
21 As above, 7. 
22 Pharmacy and Poisons Act Cap 244. 
23 As above, 10. 
24 ‘Kenya to allow imports of cheap drugs’ Standard Digital (5 July 2016), 
https://www.standardmedia.co.ke/business/article/2000207535/kenya-to-allow-imports-of-cheap-drugs 
(accessed 28 November 2016). 
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6.2.3 Local pharmaceutical manufacturing and voluntary licensing in Kenya 

In line with our thesis that Kenya indeed strongly subscribes to the free market ideology, 

Kenya has in the past negotiated voluntary licenses to try and ameliorate the access to 

medicines situation in the country. The approach by the government to pursue the voluntary 

as opposed to the compulsory license option is a further indication that Kenya is not yet 

willing to antagonize trade actors. 

Consequently, the issue of local manufacturing of medicines, and in particular the ARVs, has 

also been canvassed in some literature. In this regard, despite the difficulties highlighted 

above in terms of the utilization of the licensing options in Kenya as compared to parallel 

importation, Kenya has in fact made attempts to manufacture medicines, especially ARVs, 

locally using the licensing options. Illustratively, in 2004, Kenya was able to obtain two 

voluntary licenses from GlaxoSmithKline (GSK) (for three technically different products 

zidovudine, lamivudine, and combir) and from BoehringerIngelheim for nevirapine, all of 

which were drugs essential for first line ARV treatment regimens.25 The plan was to have 

Cosmos manufacture affordable ARVs for supply in Kenya but this plan was short-circuited 

because both GSK and Boehringer went ahead and reduced their ARV drugs prices in the 

Kenyan market, which subsequently meant that it was economically unviable for Cosmos to 

go ahead and produce and sell the generic versions in Kenya.26 The problem as such is that 

Kenya is unable to guarantee greater access to medicines using the licensing options since 

the economies of scale are still a barrier to affordable medications. However, the long terms 

solution to the problem of access to medicines in Kenya and other developing countries is to 

promote local pharmaceutical companies to be able to manufacture affordable medicines. In 

the short term, local production may help lower prices of medicines from foreign companies 

because of competition including generic competition. 

There are other factors that also undermined the viability of local manufacturing of ARVs as 

documented by Osewe, Nkrumah and Sackey. One of the issues raised by these three is that 

                                                           
25 L Opati ‘Intellectual property rights in health – impact on access to drugs’ in M Wekesa & B Sihanya 
Intellectual property rights in Kenya (2009) 29. 
26 As above, 29-30. 
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the procurement system in Kenya, unlike that in Zimbabwe, is not supportive of local 

industries. In this regard, Cosmos failed to be given preferential treatment in terms of 

supplying ARVs in Kenya, which means that it was exposed to strong competition from all 

manufacturers in the world.27 Perhaps the company would have done better if it was allowed 

preferential treatment in ARV supplies in Kenya. Another challenge that was notable is that 

the company had no WHO-prequalification and this therefore limited its ability to supply 

ARVs under the Global Fund programme. The Global Fund program is one of the largest funds 

available for antiretroviral therapy and as at 2017 it supported about 17.5 million people.28 

Its orders were therefore irregular and only came from the government, mission hospitals 

and some non-governmental organizations.29 There was also the issue of economics of scale. 

It was estimated that the cost of bio-equivalence test for each ARV as well as the Active 

Pharmaceutical Ingredients (API) was high leading to serious financial obstacles for 

Cosmos.30  Moreover, it was also estimated that 95 percent of the raw materials and about 

half of the packaging materials had to be supplied from outside meaning that its ARVs were 

more expensive than even those supplied under the Global Fund programme.31 

It appears therefore that the approach by government to ensure medicines are available and 

accessible in the long run is through local manufacturing. In order to do so however it is 

crucial that issues relating to procurement and economies of scales should be addressed if 

this strategy is to be effective in terms of making medicines more affordable in the country. 

In the meantime, it appears that parallel importation is the main strategy that has delivered 

to some extent on lowering the prices of medicines. Other flexibilities such as compulsory 

licensing and reviewing the patentability criteria remain unexplored. All in all, from its 

choices it seems Kenya is not comfortable going against free trade ideals notwithstanding 

the welfare cost that comes with this position. 

                                                           
27 PL Osewe, YK Nkrumah & E Sackey Improving access to medicines in Africa: Assessment of Trade-Related 
Aspects of Intellectual Property Rights (TRIPs) Flexibilities utilization (2008) 34. 
28 https://www.theglobalfund.org/en/hivaids/ (accessed 31 October 2018). A company that is prequalified to 
supply drugs under the Global Fund programme is more likely to succeed in the market since many people on 
ARVs are currently supported under this programme including in Kenya.  
29 Osewe & others n 27 above. 
30 As above, 34-35. 
31 As above 35. 
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6.3 Threats to access to medicines in Kenya 

The previous section demonstrated that Kenya is more predisposed to take its trade 

obligations more seriously than its human rights obligations. In this regard, Kenya has 

focused more on ensuring that it is compliant with its obligations under the TRIPs 

Agreement and sometimes even going beyond what is needed. It has also avoided by and 

large taking measures which may be interpreted as being anti-free trade such as compulsory 

licensing and instead focused on parallel importation which is based on competition from 

diverse sources of medicines. In this section, we further explore the threats to access to 

medicines in Kenya beyond the lack of full utilization of TRIPs Agreement flexibilities. 

6.3.1 EU EAC EPA 

Current statistics on access to medicines are not available. However, the threats to access to 

medicines in Kenya are diverse but this section focuses on potential threats emanating from 

intellectual property rights protection and enforcement. To begin with, the European Union 

East African Community Economic Partnership Agreement (EU EAC EPA) currently being 

negotiated has attracted some concerns regarding access. Kenya signed on to this Agreement 

on 1 September 2016 alongside Rwanda. On 27 September 2016, the Kenyan government 

deposited the instruments of ratification in Brussels after Parliament ratified EU EAC EPA on 

20 September 2016, which means that it ‘will continue to benefit from EC Market Access 

Regulation No 1528/2007 which governs the EU preferential market access regime for 

African, Caribbean and Pacific countries that have negotiated [EPA] with EU.’32 With regards 

to intellectual property rights, Article 3(b)(IV) of EPA provides that Parties will conclude 

negotiations on intellectual property rights within five years upon entry into force of EPA. In 

this regard, the next five years will be crucial for access to medicines groups in Kenya and 

EAC assuming that the agreement enters into force.33 The EPA entered into between EU and 

                                                           
32 ‘Kenya deposits instruments for ratification: Press statement by the Cabinet Secretary for Foreign Affairs on 
the deposition of instruments for ratification of the East African Community-European Union Economic 
Partnership Agreement’ Ministry of Foreign Affairs of Kenya, 28 September 2016. 
33 For EPA to enter into force, it has to be signed on by all partners of the EAC. Currently, only two partners 
have signed EPA and as such it is not currently in force.  
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Southern African Development Community (SADC) may be indicative of what to expect.34 

Article 16 of this Agreement deals with cooperation in the area of intellectual property rights 

and provides as follows: 

1. The Parties reaffirm their commitments under Article 46 of the Cotonou Agreement and 
their rights, obligations and flexibilities as set out in the Agreement on Trade-related Aspects 
of Intellectual Property, contained in Annex IC to the Agreement establishing the World Trade 
Organization (‘TRIPS Agreement’).  

2. The Parties agree to grant and ensure adequate, effective and non-discriminatory 
protection of intellectual property rights (‘IPRs’), and provide for measures for the 
enforcement of such rights against infringement thereof, in accordance with the provisions 
of the international agreements to which they are a party.  

3. The Parties may cooperate in matters related to Geographical Indications (‘GIs’) in line with 
the provisions of Section 3 (Articles 22 to 24) of the TRIPS Agreement. The Parties recognize 
the importance of GIs and origin-linked products for sustainable agriculture and rural 
development.  

4. The Parties agree that it is important to respond to reasonable requests to provide 
information and clarification to each other on GI and other IPR related matters. Without 
prejudice to the generality of such cooperation, the Parties may, by mutual agreement, 
involve international and regional organizations with expertise in the areas of GIs.  

5. The Parties consider traditional knowledge as an important area and may cooperate on it 
in future.  

6. The Parties may consider entering into negotiations on the protection of IPRs in future, and 
the SADC EPA states have as their ambition, and will endeavor, to negotiate as a collective. 
Should negotiations be launched, the EU will consider including provisions on cooperation 
and special and differential treatment.  

7. If a Party that is not a party to a future agreement on protection of IPRs negotiated in 
accordance with paragraph 6 wishes to join, it may negotiate the terms of its entry to that 
agreement.  

8. If any agreement emanating from negotiations envisaged in paragraphs 6 and 7 were to 
result in outcomes that prove to be incompatible with the future development of a SADC 
regional IPRs framework, Parties shall jointly endeavor to adjust this Agreement to bring it 
in line with that regional framework while ensuring a balance of benefits. 

                                                           
34 ‘Entry into force of the SADC-EU Economic Partnership Agreement (EPA) tralac 10 October 2016, 
https://www.tralac.org/news/article/10636-entry-into-force-of-the-sadc-eu-economic-partnership-
agreement-epa.html (accessed 2 July 2018). 
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The emphasis on traditional knowledge and GI above shows the priorities of the SADC region 

in relation to intellectual property rights protection. However, paragraph 6 is essentially an 

opportunity for the EU to renegotiate intellectual property rights protection in the future in 

SADC. In this regard, there seems to be no major concessions being made by both the SADC 

and EU.  

However, in relation to EU EAC EPA, the suggestion to open up intellectual property rules for 

discussions is in itself a matter of concern for access to medicines stakeholders. This is 

because Kenya is already compliant with the TRIPs Agreement and therefore re-opening the 

talks on intellectual property must be aimed at securing stronger intellectual property 

protection standards beyond what is required by the TRIPs Agreement. Kenya is also 

currently supporting the Continental Free Trade Agreement (CFTA) launched by the AU at 

the beginning of 2018, which may also be concerning if it adopts stronger intellectual 

property protection standards than is provided for under the TRIPs Agreement. Arguably, 

Kenya and other African countries may choose to focus on other intellectual property rights 

protection including traditional knowledge (TI) under this framework, which may be more 

beneficial to them than patents in terms of access to medicines. 

Secondly, the Anti-Counterfeit Act, 2008 is another threat since it aims at reversing the gains 

already made under the Industrial Property Act, 2001 by making it hard to access generic 

medicines in the country. The argument against the Act is that it has stronger intellectual 

property including patent enforcement measures that may undermine access to medicines 

in the country. The details of this discourse will be explained in details in the next section.  

The resulting situation in Kenya’s intellectual property landscape is as follows:  

Patent protection is available through national filing, with a developed system of examination 
of applications. The law contains some key flexibilities, for example, compulsory licenses for 
failure to exploit or to meet demand, government use orders for public interest and anti-
competitive purposes, and early working and research exceptions. Additionally, Kenya has 
one of the most liberal applications of the international exhaustion principle, permitting 
parallel importation of both branded and legitimately-marketed generic medicines. In 
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addition Kenya has also adopted anti-counterfeiting legislation, widely regarded as TRIP-plus 
enforcement measures which militate against access to medicines.”35 

The key point to be noted from the above quote is that intellectual property rights rules in 

Kenya have gone beyond what is expressly required by the TRIPs Agreement at least in 

relation to the Anti-Counterfeit Act, 2008.  

Consequently, the debate in the context of anti-counterfeit legislation in Kenya and 

elsewhere, and indeed with regards to intellectual property rules in general, has been mainly 

about the need to balance between the public policy objective of enforcing intellectual 

property rights as required by the TRIPs Agreement and ensuring that intellectual property 

rights enforcement does not become a barrier to legitimate (generic) trade and human 

development, which is important in relation to human rights. This position is summarized as 

follows: 

Intellectual property rights infringement and the need for effective enforcement is probably 
one of the most important public policy issues in the current discourse on the governance of 
intellectual property system. Designing appropriate policies and laws to promote effective 
and adequate protection of IPRs while ensuring that enforcement measures and procedures 
do not themselves become barriers to legitimate trade and that such measures do not 
negatively impact efforts to promote human development is the key challenge.36 

The challenge of anti-counterfeiting legislation is indeed concerning since the enforcement 

of intellectual property rights may further restrict access to generic medicines in the country. 

The broad definition of counterfeit goods under the anti-counterfeit legislation is 

unnecessary at least in relation to what the TRIPs Agreement requires and should be avoided 

by trade policy makers in government.  

                                                           
35 Global Commission on HIV and the Law ‘Regional Issue Brief: Intellectual property rights and access to 
medicines’ (4 August 2012, Pretoria, South Africa), www.hivlawcommission.org/index.php/regional-
dialogues-main/.../download (accessed 1 December 2016). 
36 SF Musungu ‘IPR infringements and enforcement – Accounting for socio-economic, technical and 
development variables’ Advisory Committee on Enforcement, Sixth Session, Geneva, December 1 – 2, 2010 
[WIPO/ACE/6/10], http://www.wipo.int/edocs/mdocs/enforcement/en/wipo_ace_6/wipo_ace_6_10.pdf 
(accessed 1 December 2016). 
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6.3.2 Anti-Counterfeiting law and criminal enforcement measures in Kenya 

The previous section introduced the issue of access to medicines in Kenya and located some 

of the threats to the TRIPs-plus measures contained specifically under the Anti-Counterfeit 

Act, 2008. This section will explain in details why the Act is a threat on access to medicines 

in Kenya and then discuss the opposition it has received specifically from civil society 

members. 

In 2008, Kenya enacted an Anti-Counterfeiting Act after a long campaign by manufacturers 

for  more effective intellectual property rights enforcement in Kenya.’37 The Ministry of 

Trade and Industrialization embarked on the drafting of the legislation in consultation with 

various stakeholders and especially the Kenya Association of Manufacturers (KAM).38 The 

influence of the KAM in the final text was evident because the legislation succeeded in 

providing for greater intellectual property rights enforcement. However, almost 

immediately after it was enacted, it was subjected to a constitutional challenge, using the 

repealed constitution. Three petitioners living positively with HIV and AIDS between eight 

and 19 years approached the High Court to complain about the potential impact of the 

legislation on access to ARVs.39 At a later date, after the enactment of the 2010 Constitution, 

the petition was amended by relying on among others the constitutional right to health. 

Harrington argues that the justiciability of the constitutional right to health under the new 

Constitution was crucial in opening up the courts as an alternative forum within which the 

distinctive needs of persons living with HIV and AIDS could be given voice.40 

In the petition, it was contended that the enactment of the Industrial Property Act in 2001 

made medicines ‘widely available’, which fact enabled the government and other partners 

such as Médecines sans Frontières (MSF) to provide ARVs to the petitioners ‘free of charge’.41 

Relying on experiences of the Netherlands and Germany with regards to the danger of 

                                                           
37 J Harrington ‘Access to essential medicines in Kenya: Intellectual property, anti-counterfeiting, and the right 
to health’ in MF FBA, S Hawkes, & B Bennet (eds) Law and global health (2016), 103. 
38  As above, 105. 
39 As above, 108. The previous constitution was used in this regard and specifically relying on its provision on 
the right to life among others. 
40 As above, 116. 
41 PAO & 2 Others v AG & 2Others [2012] eKLR, para 9. 

 
 
 

 

©©  UUnniivveerrssiittyy  ooff  PPrreettoorriiaa  

 



192 
 

seizure of generic medicines on account of the anti-counterfeiting war, the petitioners asked 

‘the government to consider the Act again and redraft it’.42 In summary, the arguments of the 

petitioners are summarized under paragraph 14 of the decision as follows: 

They state that the government has failed to acknowledge and specifically exempt generic 
drugs and medicines from the definition of counterfeit goods in the Act; it has failed to 
provide a clear definition of counterfeit goods under section 2 of the Act by defining 
counterfeit goods in the section in such a manner as would allow generic drugs to be included 
in the said definition thereby effectively prohibiting importation and manufacture of generic 
drugs and medicines in Kenya; it has also failed to take into account the provisions of the HIV 
and AIDS Prevention and Control Act, 2006 in so far as the petitioners have accrued rights 
under the said Act and have acquired a legitimate expectation that those rights will be 
protected; it has failed to clarify the application of the Industrial Property Act, 2001 in so far 
as the Act allows for exceptions necessary to make generic drugs available in Kenya; it has 
imposed an undue and unnecessary burden on the consumers of generic drugs and medicines 
of proving that generic drugs and medicines are not counterfeit goods as defined by the Act. 

In support of the petition, according to the United Nations (UN) Special Rapporteur on the 

right to the highest attainable standard of physical and mental health (Special Rapporteur), 

the Act would endanger generic access in the country. In this regard, he argued that the Act 

which was meant to prohibit counterfeiting trade in Kenya would in the process endanger 

the right to health and the right to life as enshrined under Articles 43 and 26 of the 

Constitution respectively.43 The problem of the Act was to be found in the definition of 

counterfeit drugs under section 2 of the Act most likely included generic medicines produced 

in Kenya and abroad and that this would interfere with its manufacturing, sale, and 

distribution especially of generic versions of patented drugs.44 In terms of consequences, it 

would lead to seizures of legitimate generics as counterfeits. With regards to this point, the 

Special Rapporteur averred as follows:45 

This would lead to a situation in which medicines that are approved by regulatory authorities 
as being safe and effective are seized on the grounds that they are “counterfeit”; generic 
medicines destined for importation to Kenya being seized due to the uncertainty surrounding 
possible infringement of the Act upon delivery; significant delays of shipments of imported 
generic drugs at ports of entry to Kenya for inspection or legal clarification purposes; seizure 
of medicines at Kenyan ports by customs officials and police officers who are not specially 
trained to recognize the difference between counterfeit and generic products and an increase 

                                                           
42 As above, para 22-23. 
43 As above, para 34. 
44 As above. 
45 As above, para 36. 
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in the price of ARVs within Kenya which would make them expensive and financially 
inaccessible to those who need them. 

On the side of the Respondent, the government relied on two main arguments. The first one 

was that the anti-counterfeit legislation will save lives in Kenya including those of the 

petitioners by protecting citizens against counterfeit medicines.46 They argued in this regard 

that the definition employed in the Act was similar to that provided by the World Health 

Organization (WHO).47 The second argument put forward by the government was that the 

proviso to section 2 of the Act gives the Industrial Property Act priority over the Anti-

Counterfeit Act and in case of conflict, as is presently contented, the proviso would be 

sufficient enough to preserve the gains made with regards to generic medicines in the 

country.48 In other words, the safeguards being requested by the petitioners had already 

been adequately provided for. 

In terms of analysis, the learned Judge started by acknowledging the socio-economic context 

of the case and concluded that persons infected with HIV would succumb to opportunistic 

infections if they had no access to medical intervention and treatment.49 The learned Judge 

observed that many HIV patients just like the petitioners were heavily dependent on the 

more affordable generics for their lifelong treatment.50 The Judge referred to paragraph 4 of 

the CESCR General Comment. 14, which states that the drafting of Article 12(2) of the ICESCR 

rejected the definition of health as contained in the WHO Constitution’s preamble and 

‘embraces a wide range of socio-economic factors that promote conditions in which people 

can lead a healthy life….’51 According to the Judge, this imply ‘a situation in which people have 

access to the medication they require to remain healthy. If the state fails to put in place such 

conditions, then it has violated or is likely to violate the right to health of its citizens.’52 The 

                                                           
46 As above, para 39. 
47 As above. 
48 As above, para 41. 
49 As above, para 50. 
50 As above. 
51 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 4. 
52 PAO n 41 above, para 63. 
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Judge further quoted paragraph 35 of the CESCR General Comment 1753 with regards to the 

obligations of the government to prevent unreasonably high prices.54 In this regard, the Judge 

observed that, in accordance with the State’s negative obligations under the right to health, 

it would be a violation for the state to put in place a legislation whose impact would be to 

make essential medicines unaffordable.55 This means that states are required to refrain from 

taking measures that will jeopardize the right to health including access to generic 

medicines. The Judge also noted the intricate link of the right to health, life and dignity 

especially in the context of HIV and AIDS.56 

Having clarified the obligations of the government with regards to the right to health, the 

Judge turned her focus to the legislation at hand. She observed that it was meant to bolster 

intellectual property rights in Kenya by introducing criminal sanctions for infringement 

since Kenya had complied with TRIPs Agreement under its IPA 2001.57 The main issue before 

the Judge was thus ‘whether the implementation of the Act will result in the violation of the 

constitutional rights of the petitioners as a result of the provisions of section 2 of the Act.’58 

In terms of the defenses provided by the Respondent, the Judge noted that section 2 of the 

Act definition was beyond what was provided by the WHO. She noted that by specifically 

adding to the WHO definition of counterfeit medicines definition the words ‘…whether or not 

such products have correct ingredients…’ and ‘…have sufficient active ingredients…’, generic 

medicines was directly targeted since generics usually have the correct active ingredient as 

the branded product.59 The Judge also concluded, while referring to sections 32-34 of the Act 

that, contrary to what was asserted by the Respondent, the primary intention of the 

legislation was not to safeguard consumers from counterfeit medicine because minimal 

emphasis was put on issues of standards and quality.60 She observed that the issue of 

                                                           
53 General Comment 17 on the right of everyone to benefit from the protection of the moral and material 
interests resulting from any scientific, literally or artistic production of which he or she is the author, [UN Doc. 
E/C.12/G.C./17]. 
54 PAO n 41 above, para 64. 
55 As above, para 66. 
56 As above, para 56. 
57 As above, para 70. 
58 As above, para 71. 
59 As above, paras 72-78. 
60 As above, para 82. 
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consumer protection may have been a collateral issue in the minds of the drafters judging by 

the proviso in section 2, which alludes to the rights of the consumers especially of generic 

medicines.61 

From the foregoing, it appears that by including a proviso under section 2 of the Act the 

government thought it had adequately discharged its obligations under the right to health. 

This was not to be the case as noted subsequently. The Judge rejected the argument that the 

proviso was adequate to safeguard generic medicines as made available by the Industrial 

Property Act, 2001 and observed that in fact the anti-counterfeiting legislation was a threat 

to access to essential generic medicines in Kenya as discussed under paragraphs 84- 86 of 

the PAO decision.62 Consequently, the Judge ruled in favor of the petitioners and granted all 

their prayers and also gave a decision to the effect that the Act should be amended and 

                                                           
61 As above, para 85. 
62 The contents of the relevant paragraphs are reproduced below for ease of reference:  
84.  However, the right to life, dignity and health of people like the petitioners who are infected with the 
HIV virus cannot be secured by a vague proviso in a situation where those charged with the responsibility of 
enforcement of the law may not have a clear understanding of the difference between generic and counterfeit 
medicine. The primary concern of the respondent should be the interests of the petitioners and others infected 
with HIV AND AIDS to whom it owes the duty to ensure access to appropriate health care and essential 
medicines. It would be in violation of the state’s obligations to the petitioners with respect to their right to life 
and health to have included in legislation ambiguous provisions subject to the interpretation of intellectual 
property holders and customs officials when such provisions relate to access to medicines essential for the 
petitioners’ survival. There can be no room for ambiguity where the right to health and life of the petitioners 
and the many other Kenyans who are affected by HIV and AIDS are at stake. 
85.                      Further, contrary to the respondents’ counsel’s assertion, the Anti-Counterfeit Act, being later in 
time, would prevail over the Industrial Property Act in the event of a conflict, and the proviso to Section 2 may 
not be of much help to the petitioners. Should the Act be implemented as it is, the danger that it poses to the 
right of the petitioners to access essential medicine which they require on a daily basis in order to sustain life 
is far greater and more critical than the protection of the intellectual property rights that the Act seeks to 
protect. The right to life, dignity and health of the petitioners must take precedence over the intellectual 
property rights of patent holders. 
86.                      While such intellectual property rights should be protected, where there is the likelihood, as in 
this case, that their protection will put in jeopardy fundamental rights such as the right to life of others, I take 
the view that they must give way to the fundamental rights of citizens in the position of the petitioners. As the 
Committee on Economic Social and Cultural rights notes at paragraph 35 of General Comment. 17. 
‘Ultimately, intellectual property is a social product and has a social function. States parties thus have a duty to 
prevent unreasonably high costs for access to essential medicines, plant seeds or other means of food 
production, or for schoolbooks and learning materials, from undermining the rights of large segments of the 
population to health, food and education. Moreover, states parties should prevent the use of scientific and 
technical progress for purposes contrary to human rights and dignity, including the rights to life, health and 
privacy, e.g. by excluding inventions from patentability whenever their commercialization would jeopardize 
the full realization of these rights. 
……………….states parties should also consider undertaking human rights impact assessments prior to the 
adoption and after a period of implementation of legislation for the protection of the moral and material 
interests resulting from one’s scientific, literary or artistic productions. 
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especially it’s the definition of counterfeit medicines under section 2.63 Since the decision 

was not appealed against within the stipulated time, its application has been ‘permanently 

suspended’ as it relates to generic medicines importation in Kenya.64 If properly 

implemented, this decision will help to preserve the current levels of availability of 

affordable medication in Kenya.65 The permanent solution however remains putting in place 

appropriate amendments that are capable of adequately safeguarding the right to health and 

in particular access to generic medicines in Kenya. 

As such, a comprehensive agenda aimed at safeguarding the right to health in anti-

counterfeit legislation is justifiable. According to El Said and Kapczynski, the new push that 

conflates IP enforcement and drug quality control represents a new threat on access to 

medicines by targeting the generic supply chain.66 The two authors further contend that the 

‘most extreme measure’ of the legislation in Kenya was its extra-territorial application in 

terms of obliging enforcement authorities locally to ‘take measures against generic 

medicines that are lawfully in Kenyan market on the basis that they infringe patents in other 

countries.’67 They advise that the issues of drug quality, safety and efficacy should be 

                                                           
63 The relevant paragraphs of the P.A.O decision are reproduced below for ease of reference:  
87. In view of the matters set out above, I find that Sections 2, 32 and 34 of the Anti-Counterfeit Act threaten to 
violate the right to life of the petitioners as protected by Article 26 (1), the right to human dignity guaranteed 
under Article 28 and the right to the highest attainable standard of health guaranteed under Article 43 (1) and 
grant the declarations sought as follows: 
(a) The fundamental right to life, human dignity and health as protected and envisaged by Articles 26(1), 28 
and 43(1) of the Constitution encompasses access to affordable and essential drugs and medicines including 
generic drugs and medicines. 
(b) In so far as the Anti-Counterfeit Act, 2008 severely limits or threatens to limit access to affordable and 
essential drugs and medicines including generic medicines for HIV and AIDSHIV and AIDS, it infringes on the 
petitioners’ right to life, human dignity and health guaranteed under Articles 26(1), 28 and 43(1) of the 
Constitution. 
(c) Enforcement of the Anti-Counterfeit Act, 2008 in so far as it affects access to affordable and essential drugs 
and medication particularly generic drugs is a breach of the petitioners’ right to life, human dignity and health 
guaranteed under the Constitution. 
88. It is incumbent on the state to reconsider the provisions of section 2 of the Anti-Counterfeit Act alongside 
its constitutional obligation to ensure that its citizens have access to the highest attainable standard of health 
and make appropriate amendments to ensure that the rights of petitioners and others dependent on generic 
medicines are not put in jeopardy. 
64 Harrington n 37 above, 113. 
65 As above. 
66 M El Said & A Kapczynski ‘Access to medicines: The role of intellectual property law and policy (2011) 13, 
15, Working paper prepared for the Third meeting of the Technical Advisory Group of the Global Commission 
on HIV and the Law, 7 - 9 July 2011. 
67 As above, 16. 
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separated from issues of IP enforcement and that the former should be led by a well-

resourced and trained local drug regulatory institution.68 

6.3.3 Analysis of the Anti-Counterfeiting Act amendments 

Pursuant to paragraph 88 of the PAO decision, the learned Judge recommends the review of 

especially section 2 of the Anti-Counterfeit Act in order to get rid of its defects that 

potentially infringes on the constitutional rights of the petitioners. This section thus focuses 

on the amendments of the anti-counterfeiting legislation in 2014. 

Despite the positive effects the decision has had in the region, it is arguable whether the same 

positive feedback has been registered locally. In 2013, a technical meeting was held in Kenya 

by various stakeholders to discuss the anti-counterfeit legislation in light of the PAO decision. 

In this meeting, the experts allowed technical discussions of the legislation leading to: the 

identification of potential threats that the Act had on access to medicines; a unanimous 

position on the appropriate scope and operation of the Act; and a unanimous amendment on 

the proposed reviewed definition of counterfeiting.69 In terms of approach, the technical 

team sought to align the Anti-Counterfeit Act with the  TRIPs provisions. In this regard, the 

technical team proposed that anti-counterfeiting law should be limited to counterfeit 

trademarks and copyright piracy as provided for under Article 51 of the TRIPs. Similarly, the 

team recommended that, in line with Article 61 of the TRIPs, criminal measures should be 

limited to ‘willful cases’ done in ‘commercial scale’.70 Alongside other proposals, the 

recommendations of the technical team were to be subjected to national civil society 

endorsement and subsequently shared with the Anti-Counterfeit Agency and the Parliament 

to aide in the amendment process of the Act.71 

A number of civil society organizations working around issues of intellectual property and 

access to medicines held a consultative meeting in order to harmonize their positions and to 

present a common position paper detailing the amendments they deemed appropriate in the 

                                                           
68 As above, 15-16. 
69 ‘Anti-Counterfeit Act and access to medicines in Kenya: Outcome of the technical meeting’ Held at Maanzoni 
lodge in Machakos County, 26 November 2013, 4. 
70 As above, 6-7. 
71 As above, 8. 
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anti-counterfeiting legislation in order to safeguard access to affordable medications.72 

Unfortunately, the civil society position paper played a minimal role if the amendments 

discussed above are anything to go by.73 In fact, it is doubtful as to whether it was seriously 

considered despite representatives of the civil society groups attending a number of 

meetings in the context of the Kenya’s anti-counterfeiting law review.74 Even more worrying 

is that government departments were complicit when the intellectual property rights and 

enforcement agenda was being championed in Kenya despite the warning that it may 

adversely impact access to affordable medications as protected under the right to health and 

thus the need for appropriate safeguards to be put in place. A good example of government 

complicity has been the failed attempts by the government to amend relevant laws in order 

to limit the full utilization of the parallel importation flexibility under the TRIPs Agreement. 

In 2014, the anti-counterfeiting legislation was amended by way of supplementary 

legislation. However, most of the suggestions proffered by the civil society actors as advised 

by the technical team were ignored. Perhaps, the only positive measure that was adopted in 

line with the judgment of the High Court in PAO was the removal, of the extra-territorial 

application of the anti-counterfeiting legislation.75 This is because it had been argued that the 

protection of intellectual property rights beyond those protected in Kenya violates the 

territoriality principle.76 Unfortunately, other critical measures proposed by civil society 

organizations to be put in place failed to see the light of the day and in particular the 

                                                           
72 The meeting was organized by the author of this thesis in 2013 amongst other stakeholders. The report of 
the meeting is on file with the author. 
73 Despite the fact that the proposals were made available to the anti-counterfeiting agency as a matter of 
knowledge since the current author worked on the document as well, the final amendments adopted do not 
reveal any evidence of the optimal utilization of the proposals therein. 
74 As the programme manager at the AIDS Law Project, this author sent various lawyers to represent the civil 
society position during the meetings organized by ACA. Copies of the letters in file at ALP. 
75 It should be noted that the argument presented in this study is not that there have been no amendments of 
the 2008 Anti-Counterfeit Act No 13 of 2008 but that the amendments were not meant to implement the 
judgment of the High Court of Kenya to safeguard access to affordable medicines.  Looking at the 2014 Kenya 
Gazette Supplement No 75 (National Assembly Bills No. 24), which contains the amendments that have now 
been signed into law provides as follows. Section 2 will be amended to delete extraterritorial application of 
intellectual property rights. Section 16 of the law has been amended to establish the Intellectual Property and 
Enforcement Coordination Advisory Committee. Finally, section 34 empowers the Executive Director of the 
Anti-counterfeiting Agency to make orders, which have the same effect as High Court decrees or orders. Clearly, 
it will be argued, these amendments did not address the core of the issues involved in the case at hand. 
76 This principle requires that only intellectual property registered within a territory should be protected. 
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suggestion to delink patents from anti-counterfeiting legislation in order to safeguard access 

generic medicines was ignored due to the influence of the private sector on the process of 

amendments in particular.77 The ability of the private sector to influence government 

officials coupled with the apparent ignorance of trade policy makers on trade and human 

rights issues (discussed in details in chapter 7) means that civil society organizations in 

Kenya have to work twice as hard to promote access to medicines in the country. The 

proposal to delink patents from the anti-counterfeiting legislation is critical since the current 

definition of counterfeiting under section 2 of the Anti-Counterfeit Act ‘makes it possible to 

classify generic medicines as counterfeit medicines.’78 

From the foregoing, it appears that the review of the Kenyan anti-counterfeiting legislation 

even though expected to comply with the judgment by the High Court of Kenya in PAO. case, 

failed to satisfactorily safeguard the right to health on access to medicine as aptly captured 

by HRC resolution 23/14 discussed above under the section on right to health and 

accessibility. Most of the amendments adopted were biased in favor of trade as well as 

intellectual property rights enforcement and it is doubtful that the right to health concerns 

were sufficiently integrated in the final amendments. For instance, section 16 of the anti-

counterfeiting law as amended establishes another body, namely, Intellectual Property and 

Enforcement Coordination Advisory Committee (IPECAC). Similarly, section 34 as amended 

empowers the Executive Director of the Anti-Counterfeiting Agency (ACA) to be able make 

orders, which have the same effect as the High Court decrees or orders. Clearly, these 

amendments did not address the core of the issues raised in the PAO judgment, which is to 

safeguard access to affordable medicines in accordance with the right to health obligations 

of the government of Kenya. If they did address the right to health concerns, they barely 

scratched the surface of the problem.  

                                                           
77 Interview with Jacinta Nyachae, March 2017. It should be noted that a key ask for civil society actors in Kenya 
and beyond was to delink patents from the anti-counterfeiting legislation. It was thought that since the scope 
of the anti-counterfeit legislation covered patents it was TRIPS-plus, a term used to connote measures that go 
beyond what is required by the Trade Related Aspects of Intellectual Property Rights (TRIPS) Agreement. 
78 ‘The Kenya Anti-Counterfeit regulation 2010’ 26 October 2010 Coulson Harney Advocates, 
http://www.iracm.com/wp-content/uploads/2013/01/kenyan-anti-counterfeit-regulation-2010-9231.pdf 
(accessed 25 April 2016). 
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In fact, it is possible to argue that as a result of the amendments discussed above the situation 

of access to affordable medicines is even more precarious since the enforcement of 

intellectual property rights framework in Kenya has been greatly enhanced. Specifically, 

both the institutional capacity and the efficiency of the system has been boosted because of 

the establishment of a new institutions, IPECAC, as well as the provisions enhancing the 

powers of the Executive Director of the ACA to act in similar vein as a judicial officer. In 

essence, therefore, access to medicines is still under attack in Kenya and this time round the 

problem is much bigger than before. Put differently, instead of safeguarding access to 

medicines, the amendments boosted Kenya’s intellectual property rights enforcement 

mechanism that may jeopardize generic medicines access.  

Suffice to note, the relevant government agencies that were in charge of the process of 

reviewing and amending the anti-counterfeiting legislation in Kenya took a very hostile 

stance against issues raised in support of safeguarding access to affordable medicines by civil 

society organizations.79 It appears as if pro-intellectual property rights enforcement interest 

groups successfully hijacked the PAO & 2 Others v. AG judgment and used it to further 

strengthen the enforcement framework for intellectual property rights in Kenya as opposed 

to safeguarding access to affordable medicines as ordered by the Judge despite numerous 

interventions from the civil society organizations.  

In light of the apparent failure to achieve any meaningful progress in the implementation of 

the PAO judgment in line with the right to health framework since April 2012 when the 

judgment was handed down, it is arguably the right time for access to medicines actors to 

think of alternative strategies. The pro-intellectual property rights interest groups, which 

comprises of mainly pharmaceutical companies, are very strong both at the national and 

international fronts and in this manner they have currently succeeded in frustrating any 

meaningful reforms in the context of the anti-counterfeiting legislation in Kenya. Through 

government acquiescence, they have failed to sufficiently accommodate alternative views 

                                                           
79 In 2013, a group of activists engaged the Anti-counterfeiting Agency director in a war of words in twitter 
under the hash-tag #TellACABoss online debate, ‘#TelACABoss’, 
https://ipkenya.wordpress.com/2013/10/04/tellacaboss-online-debate-balancing-protection-of-public-
health-and-intellectual-property-in-kenya/ (accessed 22 April 2014). 
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from specifically pro-access to medicines human rights interest groups and this situation has 

manifested itself in the adoption of more stringent enforcement measures in the context of 

the anti-counterfeit legislation review process as discussed above. 

6.3.4 The Statute Law (Miscellaneous Amendment) Bill, 2018 

As contended in the previous section, in 2013, the Anti-Counterfeit Act, 2008 was subjected 

to a series of amendments including in relation to the extra-territorial application of the 

legislation under section 2.  

In 2014, the Act was amended to remove the extraterritorial application of the legislation 

through supplementary legislation, the Kenya Gazette Supplement No 75 (National 

Assembly Bills No. 24). The effect of this amendment was to restrict the Anti-Counterfeit Act, 

2008 from applying beyond the intellectual property rights recognized and protected in 

Kenya. This amendment was important because first IP protection is usually territorial in 

nature and should not be universal because it is not required by the TRIPs Agreement. 

Secondly, in the context of access to medicines, the amendment was equally important 

especially if Kenya was to continue enjoying the benefits of the trade in parallel importation 

that is one of the flexibilities under the TRIPs Agreement currently codified under Industrial 

Property Act, 2001 and has been instrumental in promoting greater access to affordable 

medicines by exploiting the international exhaustion principles. 

In 2018, however, the issue of anti-counterfeit legislation has arisen again and this time there 

appears to be an agenda to extend IP protection and enforcement beyond Kenya. Through 

the less visible The Statute Law (Miscellaneous Amendment) Bill, 2018, there are 

amendments which are aimed at reversing the scope of IP enforcement under section 2.  

The Statute Law (Miscellaneous Amendment) Bill, 2018 proposes among other things ‘to 

insert the words "any item that bears an intellectual property right" immediately after the 

word "counterfeiting" in the definition of "counterfeit goods".’ The current definition of the 

counterfeit good is as follows: ‘"counterfeit goods" means goods that are the result of 

counterfeiting, and includes any means used for purposes of counterfeiting.’ Once enacted, 

the new definition of counterfeit good will be as follows: "counterfeit goods" means ‘goods 
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that are the result of counterfeiting, and includes any means used for purposes of 

counterfeiting; any item that bears an intellectual property right.’ 

The issues that arises are two. First, the current amendment proposed once again fails to 

implement the PAO decision in terms of reducing the scope of counterfeiting goods. 

Implementing the decision would have been achieved by proposing amendment to define 

counterfeit goods as products resulting from counterfeiting and then defining counterfeiting 

as willful copyright piracy and counterfeit trademark on a commercial scale in accordance 

with the TRIPs Agreement. Second, the amendment as currently proposed will also give the 

Anti-Counterfeit Authority more power to enforce IP protected outside the country. 

Therefore, any amendment to be introduced should end with intellectual property rights 

protected in Kenya to restrict the application of the anti-counterfeit legislation outside the 

country.  

From the above, it appears that the agenda to ignore human rights concerns in trade policy 

development is still alive and more vigilance is needed to arrest the trend. 

6.4 The implementation of human rights impact assessment in Kenya 

Throughout the IPA, 2001 and Anti-Counterfeit Act, 2008 as well as EU EAC EPA, various 

strategies have been employed by especially the civil society groups in the country. In this 

regard, litigation appears to be the most dominant and effective method in relation to 

challenging the adverse impacts of pharmaceutical trade policies. There have also been legal 

literacy trainings by AIDS Law Project (ALP) targeting communities and especially persons 

living with HIV and AIDS to be able to advocate for their own medicines. This strategy was 

coupled by campaigns both at the national and international context. A number of studies, 

papers, policy briefs and reports have also been adequately utilized in this context. However, 

neither the government nor non-governmental organizations have implemented HRIA in 

Kenya so far. This thesis does not aim to explain why this methodology has not yet been 

popular but the next chapter will explore the preparedness of trade policy makers in relation 

to the use of this instrument in particular.    
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6.5 Conclusion 

To begin with, Kenya has two main trade laws on intellectual property rights and specifically 

pharmaceutical patents and access to medicines. The first one is the Industrial Property Act, 

2001 adopted in 2001. This legislation is key because prior to its enactment, the access to 

medicines’ movement in the country, working closely with trade policy makers, successfully 

ensured that the TRIPS Agreement flexibilities were incorporated into the Industrial 

Property Act, 2001.80 The result of this is that the present legislation has been without many 

controversies because it largely complies with the right to health norms, which requires the 

full incorporation of TRIPs Agreement flexibilities in such legislation.81 In particular, the 

incorporation of the TRIPs Agreement legislation has facilitated the government of Kenya to 

be able to leverage on the available licensing systems including compulsory and government 

licensing system as well as parallel importation flexibilities to achieve lower prices for 

medicines in the country for the benefit of the general population. 

However, in 2008, the Parliament of Kenya enacted the Anti-Counterfeit Act, 2008, which is 

now threatening to reverse the gains already made under the Industrial Property Act. Unlike 

the Industrial Property Act, 2001, the Anti-Counterfeit Act, 2008 is more expansive in terms 

of providing for stronger intellectual property rights protection and enforcement. In 

particular, the legislation has included patents as a counterfeit or public safety issue meaning 

that generic medicines are predisposed to attract the criminal and civil measures proposed 

in the legislation. As expected, this development has attracted a lot of opposition from many 

quarters including civil society organizations because of its potential to adversely impact on 

the issue of access to medicines in Kenya. Following a court challenge, in 2012, the Kenyan 

High Court declared the Anti-Counterfeit Act unconstitutional in so far as it infringed upon 

the rights to life, health, and dignity. In this regard, the discourse on access to medicines in 

Kenya is focused on the Anti-Counterfeit Act, 2008. This discourse has remained 

unconcluded even after amendments to the Anti-Counterfeit legislation was passed by 

Parliament in 2015. This lack of progress in relation to trade and human rights in the context 

of the Anti-Counterfeit legislation and an absence of a HRIA conducted in Kenya before 

                                                           
80 Harrington n 14 above, 97. 
81 See HRC resolution 23/14 on the right to health and access to medicines [A/HRC/Res/23/14]. 
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reveals a deeper issue, which is the preparedness of trade policy makers to implement 

human rights. This issue is tackled in the next chapter. 
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CHAPTER SEVEN: ASSESSING THE PREPAREDNESS IN TERMS OF 

KNOWLEDGE AND ATTITUDE OF TRADE POLICY MAKERS IN KENYA 

7.1 Introduction 

The previous chapter focused on the problem of access to medicines in Kenya in relation to 

trade policy and located it in the anti-counterfeit legislation as well as the impending 

European Union East African Community Economic Partnership Agreement (EU EAC EPA). 

The chapter also underscored the fact that there has not been any process to develop or 

implement the mechanism of human rights impact assessment (HRIA) despite the fact that 

it is capable of resolving beforehand the adverse impacts of pharmaceutical trade policies. 

However, as will be demonstrated in this chapter, the implementation of the HRIA may also 

be dependent on the preparedness of trade policy makers in terms of their knowledge and 

attitude. This chapter therefore specifically analyses the trade policy making process in 

Kenya and links it to the overall thesis of this study which is that the government through its 

trade policy makers have not yet implemented the HRIA as a routine process  because they 

do not perceive it as being in conformity with free market ideology, which includes the 

predisposition to act rationally and efficiently in line with the state’s interests. In the context 

of free market, state officials see their role as securing state interests by adopting utility-

maximizing behaviour or acting in a rational manner. HRIA sadly is still not seen by trade 

policy makers as being capable of securing the interest of the state even in relation to the 

growing body of evidence that is linking access to medicines challenges in developing 

countries to policy incoherence at the national level in relation to the Trade Related Aspects 

of Intellectual Property Rights (TRIPs) Agreement implementation challenges. This 

challenge is manifested in domestic pharmaceutical trade policies that have continued to be 

enacted relying on nothing but future promise of developed economies market access and 

not rational behavior per se. 

7.2 The role of actors in relation to the issues of EU EAC EPA and anti-

counterfeit legislation   

As noted in the previous chapter, the challenges to access to medicines remain current and 

pressing in Kenya however those in charge of trade policy making seem oblivious of their 
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obligations in this regard. Why is it that despite the guidance by the judiciary, the executive 

is still interested in pursuing the same agenda as before, which is strengthening intellectual 

property protection and enforcement at the expense of human rights and access to 

medicines? As it will become clear in this section, the knowledge about human rights is 

accessible to trade policy makers but they are not motivated to apply it in their work as 

expected. This speaks to the need to market HRIA in a manner that is attractive to trade 

policy makers in Kenya, which, this thesis proposes, can be achieved by  using the rational 

theory of morality. This theory may resonate with the culture in the trade sector, which is to 

secure the interests of the state in the most efficient or rational manner. As observed by 

Coleman, using human rights in a situation of perfect market is inefficient or irrational. 

Therefore, it is crucial to explain to trade policy makers that what pertains in Kenya in 

relation to the implementation of TRIPs Agreement is not securing any interests of the 

government and actually represents a situation of market failure since medicines have 

remained unaffordable to the majority poor. Using human rights is therefore logical, efficient 

and rational since it will safeguard the interests of the Kenyan government, as opposed to 

those of foreign multinationals and in favour of developed countries.  

Through the expert interviews conducted in the course of this study, several factors emerged 

to prove that indeed trade policy makers had knowledge or access to the knowledge related 

to human rights and trade. According to Kyalo, the level of awareness of trade and human 

rights issues from the perspective of trade policy makers can be measured from the fact that 

the East African Community (EAC) economic partnership agreement (EPA) is currently at a 

stalemate.1 This means that the trade policy makers actually know the issues at stake.2 He 

however attributes this stagnation to challenges and resistance mounted by especially small 

scale farmers backed by civil society groups as opposed to concerns about access to 

medicines considerations per se.3 It is submitted however that the access to medicines 

agenda in the region as reflected in the EAC intellectual property policy may have 

                                                           
1 Interview with Felix Kyalo on 9 March 2018 (UG Country Rep, IDLO). 
2 As above. 
3 As above. 
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contributed to the resistance witnessed in the context of the EU EAC EPA.4 It is therefore 

plausible to note that both the efforts of small scale farmers as well as the efforts of access to 

medicines advocates, have contributed to the stalemate currently being witnessed in the EU 

EAC EPA. 

However, the fact that trade policy makers know about health and access to medicines has 

not influenced them to change their behavior. Munyi notes that during the negotiations of 

the Anti-Counterfeit Act, 2008 in Kenya civil society proposals were largely ignored and the 

only concession given to them was the proviso under section 2 attempting to exempt 

medicines from the application of the Anti-Counterfeit Act.5 The fact that the civil society 

launched a court challenge immediately after the enactment of the legislation reveals that 

the concession given to them was unsatisfactory and the main issue was the inclusion of 

patents under the definition of anti-counterfeiting under the Act.6 The subsequent 

amendments has failed to review this sowing a lack of interest on the part of trade policy 

makers to accommodate human rights concerns.7 This is particularly concerning because 

trade policy makers have participated in various trainings organized by the Judicial Training 

Institute (JTI) in order to implement the decision of PAO case.8 One interviewee defended the 

inclusion of patents in the anti-counterfeiting legislation noting that public safety was 

important especially when medicines are coming from some developing countries where 

counterfeiting is rampant.9 

It emerges from the above that knowledge about human rights norms per se is not sufficient 

to change the behavior of trade policy makers. It may be necessary to have proper civil 

society organizing as is the case with EPA. Indeed one interviewee noted that unlike in 2001, 

the access to medicines movement in Kenya was not properly organized since many 

individuals have joined the executive, judiciary and private sector thus weakening the 

                                                           
4 EAC ‘Regional intellectual property policy on the utilization of public health-related WTO-TRIPs Flexibilities 
and the approximation of national intellectual property legislation (2013). 
5 Interview with Peter Munyi on 15 March 2018 (International Trade Lecturer, UoN). 
6 As above. See also the PAO & 2 Others v AG & 2 Others [2012] eKLR. 
7 Interview with Allan Maleche on 14 March 2018 (Executive Director, KELIN). 
8 As above. 
9 Interview with Judy Ouma, 6 March 2018 (Former Trade Negotiator, Economist and USIU-Africa Lecturer). 
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movement.10 The interviewee further lamented that there is a dearth of resources to conduct 

access to medicines advocacy at the national level but it remains under-utilized in relevant 

offices.11 The situation however appears to be changing since some funding is coming back 

into the sector. This funding aims to assist in terms of implementing programmes on TRIPs 

flexibilities in Kenya and Uganda, through the civil society organizations KELIN and CEHURD 

respectively, in line with the ARIPO recommendations calling for policy coherence in ARIPO 

countries to achieve access to medicines following the Report of the Secretary General’s High 

Level Panel on Access to Medicines, 2016.12 The implementation of these kind of programs 

should however be complemented by a sound trade development policy so that the two 

strategies can be jointly responsible for achieving access to medicines in Kenya. 

7.3 The process of trade policy development within the Ministry of Trade in 

Kenya 

Apart from the actors, the process of trade policy development is also important. It is in the 

process that the methodology of HRIA belongs and should be implemented. As demonstrated 

below, the process of trade policy making in Kenya still assumes the situation of perfect 

market and is blind to market failures. It is because of this that the HRIA as a tool has been 

seen as being unnecessary in trade negotiations. In order to change this, the trade process 

should be able to identify and deal with situations of market failures, which means the 

availability of more adverse impacts than actual benefits for a country in relation to a 

particular trade measure.  

It is important to note that the administration of intellectual property rights in Kenya faces 

severe institutional problems.13 The problem is further exacerbated by the fact that many 

                                                           
10 Interview with Jacinta Nyachae, 23 March 2017 (Executive Director, ALP). 
11 As above. 
12 Interview with Allan Maleche n 7 above. See also the High-level meeting on promoting policy coherence on 
health technology innovation and access in the ARIPO region, 1-3 November, 2017, Lilongwe, Malawi. 
13 B Sihanya Intellectual property and investment law in Kenya and Africa: Translating technology for sustainable 
development (2016) 619 Sihanya Mentoring & Innovative Layering, Nairobi & Siaya. 
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government institutions are unable to attract and retain a multidisciplinary work force and 

in many cases they lose their best workforce to transnational organizations.14  

Before embarking on trade policy making it is important to clarify that pharmaceutical trade 

policies are usually viewed as trade policies and not health policies. However, as noted by 

Wangai, health providers may not be able to do much in health care facilities without 

medicines.15 Despite the importance of medicines in health, the Ministry of Health has no 

mandate over the trade aspects of medicines including issues of intellectual property rights 

protection. However as noted by Wangai, the Ministry of Health has some role to play when 

it comes to regulation of medicines and currently the Pharmacy and Poisons Board is 

responsible for guaranteeing the quality of medicines in the country.16 According to Dr 

Wangai, Kenya aims at establishing the Kenya Food and Drug Agency which will be 

responsible to regulate medicine and other non-pharmaceutical products being used in the 

health sector.17 It therefore appears that the Ministry of Health is focused on quality 

assurance as opposed to trade. This may explain the lack of clear collaboration between the 

Ministry of Health and Ministry of Trade including in the area of medicines.18 It is submitted 

therefore that the Ministry of Health has very limited role to play in terms of making 

medicines affordable in the country especially in relation to the adverse impacts of 

pharmaceutical trade policies despite the fact that they stand to be most affected when 

medicines are inaccessible. The relevant ministry that is directly responsible for policies that 

have is the Ministry of Trade through its trade policy development process as canvassed 

below. 

In Kenya, the trade policy development process, including in the area of intellectual property 

rights, is largely a participatory process coordinated at the Ministry of Trade supported by 

other government departments.19 As such, trade policy in Kenya is not an exclusive function 

                                                           
14 As above. 
15 Interview with Dr Mary Wangai on 23 May 2018 (Ministry of Health, Department of Regulation and 
Standards). 
16 As above.  
17 As above.  
18 As above. 
19 Interview with Bramah L Kaleve on 17 April 2018 (Principal Trade Development Officer, Ministry of Trade).  
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for the Ministry of Trade. It should be noted however that international trade is coordinated 

by the Ministry of Foreign Affairs an International Trade since 2017.20 

According to Kaleve, the process of trade policy development begins with a preparatory 

meeting organized by the Ministry of Trade in the country involving various stakeholders 

usually government ministries and other departments to be affected in a particular trade 

process.21 The various stakeholders are then usually required to develop position papers in 

relation to the trade proposals that are on the table in a manner that will safeguard the 

interests of the government in the trade negotiation process.22 The position paper is then 

compiled by trade experts or officials from the ministry of trade and the position paper then 

forms the basis for negotiations.23 At the multilateral level, the process is a bit different since 

there is usually a peer review process or trade policy review process that is usually done in 

order to ensure that the proposals made do not negatively impact international trade.24 The 

government then has to reach out to a government department that is affected to provide 

information that may be required to address any queries raised.25 It is submitted that the 

peer review process is a good practice in as far as implementation of trade obligations is 

concerned and a similar practice in relation to human rights may be useful.  In the alternative, 

Munyi notes that there needs to be a checklist akin to that used by the Dutch negotiators to 

check whether all elements have been complied with by an agreement before it is signed or 

enacted into law.26   

However, since the thesis focuses on trade policy at the national level, it is crucial to 

understand if there are safeguards in the trade policy development process in relation to 

human rights. Kaleve notes that human rights is usually introduced through specific trade 

instruments for instance the African Growth and Opportunity Act (AGOA) and the Cotonou 

Framework for EPA negotiations have specific clauses addressing human rights in trade 

                                                           
20 Interview with Leah Aywa Baraza on 15 May 2018 (Deputy Chief State Counsel, International Law Division). 
21 Interview with Bramah L Kaleve n 19 above.  
22 As above.  
23 As above.  
24 As above.  
25 As above.  
26 Interview with Peter Munyi on 15 March 2018 (International Trade Lecturer, University of Nairobi). 
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policy.27  However, the Ministry of Trade has no internal mechanism to address human rights 

concerns in trade should it be necessary.28 The trade experts are mainly individuals qualified 

in law, economics, trade development and business. 29 However, the Ministry of Trade 

officials  often attend seminars organized by civil society on trade and human rights. 30 It is 

submitted that more seminars and trainings targeting trade policy makers may help narrow 

the capacity gap in terms of trade and human rights. This is especially because as noted by 

Kaleve, human rights do not form part of the work plan of the Ministry of Trade and it is 

unlikely that the Ministry will streamline it because the variable value on productivity is 

minimal.31 It is submitted that the above position is generally understood using market 

theories aiming at increasing the Pareto-efficiency. However, as argued in chapter two and 

three, there are circumstances, including market failure, that may actually require inefficient 

response from the government especially when it relates to the implementation of 

international intellectual property rights rules.  

The role played by the Ministry of Trade in terms of the integration of the TRIPs Agreement 

flexibilities serves as a good lesson in relation to access to medicines agenda. In 2001, the 

role of trade policy makers including Minister Biwott was instrumental in the incorporation 

of TRIPs Agreement flexibilities under the Industrial Property Act, 2001.32 During this time, 

it should be noted that the momentum was also in favor of developing countries since the 

Doha Declaration was also adopted. In the period after the Doha Declaration many 

developing countries have become less assertive especially at the national level. The agency 

of the Doha Declaration serves to show that trade policy makers are actually desirous of tools 

that they can use to act in the best interest of the government. 

At the present moment, the influence of the Doha Declaration is waning at the national level. 

Trade policy makers have therefore become very unpredictable since trade policy makers 

are usually assertive in Geneva but they don’t follow up their ‘talk’ in Geneva with 

                                                           
27 Interview with Bramah L Kaleve n 19 above. 
28 As above.  
29 As above.  
30 As above.  
31 As above.  
32 Interview with Peter Munyi n 26 above. 
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appropriate actions in terms of implementation back at home.33 It appears therefore that a 

national tool that is able to remind trade policy makers of their obligations including under 

human rights such as the HRIA may be an appropriate solution. It is therefore important to 

show that the HRIA methodology is actually a tool that serves rather than frustrate the 

interests of the government since trade policy development is usually about maximizing the 

interest of the state. 

In the absence of a clear integration of human rights norms and methodologies in the context 

of mainstream trade policy development process, it is useful to also look at the role of the 

Office of the Attorney General (AG) as well as the KNCHR in relation to trade and human 

rights. 

7.4 Other relevant government departments 

Ideally, the implementation of HRIA should be undertaken by legal offices in government. It 

is these offices that actually have access to information regarding the nature of interests the 

government as. For instance, the trade department may not be in the know about the 

interests of the government under human rights. Therefore, where the Ministry of Trade 

fails, the other government departments supporting the trade policy development process 

should be able to act accordingly.   

According to Ouma, when the government negotiates a trade agreement with other countries 

the relevant line ministries often do provide position papers in trade, health and 

agriculture.34 She notes that the legal issues relating to trade negotiations are mainly handled 

by the treaty department in the office of the Attorney General (AG) of Kenya.35 It therefore 

appears that the AG has the final say on the legality of a legislation or trade agreement. 

Accordingly, in doing its work, the AG is usually involved to make sure that the legal limits 

are observed in relation to the obligations of the government both at the international and 

national levels.36 In doing its work, the AG office relies on the request, proposals or 

                                                           
33 As above. 
34 Interview with Judy Ouma n 9 above. 
35 As above. 
36 Interview with Leah Aywa Baraza on 15 May 2018 (Deputy Chief State Counsel, International Law Division). 
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documents presented to it by the Ministry of Trade. So far the office of the AG has yet to 

receive any request from the Ministry of Trade to evaluate a particular trade agreement from 

a human rights perspective even though it is true that the capacity may be low in the 

department in relation to human rights.37 In this regard, the AG’s office is usually focused on 

complying with the Constitution of Kenya and the WTO obligations and not human rights 

including the constitutional human rights provisions.38 It is submitted that many 

government departments including the legal departments are oblivious to their obligations 

in relation to trade and human rights. Indeed, Aywa notes that the stakeholders who usually 

participate in trade are non-human rights specialists and therefore it is usually difficult for 

these people to understand the human rights issues in trade; so far trade and human rights 

is viewed separately.39  

Indeed, the sentiments expressed above in relation to the general perception in government 

about the separateness of trade and human rights is also reflected in the work of the 

Department of Justice under the AG’s office. The department is responsible for reporting on 

human rights violations in collaboration with other government departments including the 

KNCHR. Korir notes that there has not been any complaint in relation to human rights and 

trade.40 Korir further notes that the main problem is that the policy makers in many 

government departments are still operating under the old constitutional framework, which 

had limited human rights in it and excludes socio-economic rights.41 It therefore emerges 

that the quality of policy makers in government today have not adjusted to the new 

constitutional dispensation which also protects the right to health, including in the trade 

context.42 However, the link between human rights and trade is still unclear for many 

officials in the Department of Justice.43   

                                                           
37 As above. 
38 As above. 
39 As above. 
40 Interview with Stephen Kibet Korir on 3 May 2018 (State Counsel, Department of Justice, Human Rights 
Division). 
41 As above. 
42 As above. 
43 As above. 
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However, taking into account the above process of trade negotiations, which involves 

various line ministries including the office of the AG, it is perplexing that the KNCHR, which 

is mandated to advise the government on human rights issues, plays no active role to support 

the office of the AG.44 At the moment, even the relevant ESCRs department under the KNCHR 

is yet to roll out a specific programme on trade and human rights and it admits that it has 

not collaborated in the area of pharmaceutical trade policies in the past with other 

government departments.45 The department however currently focuses on business and 

human rights especially focusing on extractive industries and some of the activities being 

implemented include the putting in place of a national action plan and policies in this area.46 

The area of access to medicines has therefore been neglected by KNCHR and as such the 

KNCHR has failed to push for and monitor compliance in terms of the implementation of the 

constitutional right to health including the decision in the PAO case on anti-counterfeit 

legislation in Kenya.47  

From the above, it appears that the lack of input of the office of the AG, both the international 

law department and the department of justice, as well as from the KNCHR, may have 

contributed to the low profile of human rights in the process of trade development and 

negotiations. The KNCHR working closely with the office of the AG may thus help prop the 

human rights agenda in trade including the implementation of HRIA. However, the use of the 

HRIA tool is still best optimized if the Ministry of Trade and its agencies including the ACA 

and KIPI48 were capacitated to integrate the tool as a routine process in their work, especially 

because pharmaceutical trade policies are actually in fact trade as opposed to health or 

human rights policies. This is the true spirit of the current constitutional framework which 

binds all state and non-state officials and recognizes that every state organ has a 

fundamental duty to observe respect, protect, promote and fulfil the human rights protected 

                                                           
44 Interview with Maina Mutua, 30 March 2017 (Head of ECOSOC Department, KNCHR). 
45 As above. 
46 Interview with George Morara, 14 March 2018 (Vice Chairperson, KNCHR). 
47 As above. 
48 Telephone interviews with anonymous individuals at KIPI and ACA on 5 July 2018. In this interview it also 
emerged that these agencies do engage in trade policy development process especially in relation to the work 
they do but still there is no clear appreciation of the link between human rights and trade. 
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under the constitution.49 It will also be in line with the current government priorities and 

interests, which include the political commitment to UHC found in the SDGs.  

7.6 Conclusion 

There are several conclusions that arises from the foregoing. The first one is that the trade 

policy development process is a multi-stakeholders process and is coordinated by the 

Ministry of Trade. The Office of the AG is also a critical player in this process especially in 

relation to legal compliance. It is argued therefore that rather than wait for a compliance 

audit to be conducted by the AG, human rights should and can be integrated as a routine 

process by the trade policy makers at the Ministry of Trade. In this regard, the Ministry of 

Trade is primarily responsible for the development of the appropriate trade policies at least 

domestically. However, the function of doing the same at the international level was 

transferred to the Ministry of Foreign Affairs and International Trade in 2017. This study 

focused on trade policy development process at the national as opposed to international 

level. 

Secondly, trade policy makers in Kenya have the primarily responsibility to ensure that the 

policies they develop at the national level are in line with the international and constitutional 

right to health and the current government’s commitment to achieve UHC in Kenya. In this 

regard, the trade policies developed and collated by the Ministry of Trade should in principle 

promote rather than undermine the realization of access to medicines in the country for the 

above reasons.  

Thirdly, the Ministry of Health has limited mandate over the process of trade policy 

development including in relation to intellectual property rights and access to medicines 

even though healthcare providers may not carry out their duties without medicines. The role 

of the Ministry of Health, through the Pharmacy and Poisons Board, is to regulate the quality 

and safety of pharmaceutical products in the country and not the trade in medicines.  

Fourthly, the link between trade and human rights is still unknown by many trade policy 

makers including at the Ministry of Trade. Surprisingly, even the capacity that existed earlier 

                                                           
49 Article 21(1) of the Constitution, 2010. 
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in the civil society sector has eroded and it is currently very hard to find dedicated officials 

working in the area of right to health and access to medicines.50  

Lastly, the Ministry of Trade should take advantage of the numerous opportunities to learn 

about the obligations of the government in relation to human rights and trade in medicines. 

The opportunities for learning about human rights and trade has become even more readily 

available in the aftermath of the PAO case in Kenya including through the JTI.  

                                                           
50 Interview with Allan Maleche n 12 above. 
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CHAPTER EIGHT: CONCLUSION AND RECOMMENDATIONS 

8.1 Conclusion 

The greatest preoccupation of access to medicines actors has been how to ensure that trade 

is fair as opposed to free. In this regard, the actors have emphasized on the concept of fair 

trade as opposed to free trade, which is currently the dominant model advanced by the WTO 

in relation to the globalization and trade liberalization agenda. The trade rules advanced by 

the WTO have focused mainly on the concept of free trade without necessarily taking into 

account the fairness of the trading system. This has been made possible by the fact that many 

agreements reached at the WTO level are contractual in nature meaning that each member 

has to negotiate for what is best for itself. The result is that more developed and powerful 

economies have been able to influence the trading system in a manner that 

disproportionately serves their interest without taking into account the interest of the weak 

and poor countries. These rules have in turn presented unique challenges at the national 

level including in terms of lack of access to medicines for many people in developing 

countries. 

In all of the rules adopted by the WTO, the TRIPs Agreement has been most controversial. 

This is because the TRIPs Agreement, which deals with international rules for intellectual 

property rights, has set minimum standards for intellectual property rights protection. One 

minimum obligation imposed by the TRIPs Agreement is the protection of process and 

product patents in all fields of technologies including in the pharmaceutical sector. This 

approach has presented unique challenges in developing countries in relation to the 

realization of access to medicines. The pharmaceutical trade policies that are enacted at the 

national level due to the effects of international intellectual property rights rules including 

TRIPs Agreement, has made the government powerless in terms of responding in a manner 

that can promote the realization of access to medicines.  

In this regard, various responses have been implemented including suggestions to integrate 

HRIA in the process of trade policy making. The process of trade policy making is often 

dominated by free market ideology and in this regard human rights norms and 
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methodologies including HRIA has not found easy uptake in the trade sector. This thesis 

therefore sought to answer the question how the mechanism of HRIA could be implemented 

in Kenya specifically. This question is informed by the fact that if the implementation of the 

mechanism of HRIA is to be successful it must be able to overcome the unique circumstances 

of each country.  It is therefore not possible to provide a general approach to developing 

countries to guide them on how to implement the mechanism of HRIA. Each country must be 

analyzed separately and appropriate recommendations made. 

Consequently, in order to understand the situation in Kenya, the study utilized the following 

research to guide this study. The first question analyzed the theoretical approaches that may 

be used to underpin the mechanism of HRIA in trade policy making. The main approach was 

to look for a theory that appeals to trade actors directly. In this regard, apart from the human 

rights theories, market theories were also considered. The second question on the other 

hand focused on the problem of TRIPs Agreement as well as FTAs and how it has generally 

failed to serve the interests of developing countries. In particular, the issue of pharmaceutical 

patent on medicine prices and the problem of neglected diseases have been canvassed in 

detail. The question also covers the approaches that could be employed to respond to the 

problems discussed above in terms of investment in health as well as utilization of human 

rights norms. The third question tackles the issue of right to health norms by discussing how 

the norms cover trade issues including in relation to international intellectual property rules. 

It also covers other aspects such as the obligation of the government and violations. The 

fourth question addresses the issue of ESCRs measurement. It discusses the relevant 

methodologies that have been considered in different contexts in terms of the 

implementation of ESCRs including HRIAs. However, more emphasis is given to analyzing 

the HRIA mechanism. The fifth question discusses the issue of HRIA, pharmaceutical trade 

policies and access to medicines in the Kenyan context and in particular elaborates on the 

issue of the anti-counterfeiting legislation. The last question covers issue of preparedness in 

terms of knowledge and attitude of trade policy makers to utilize human rights in trade 

policy making.  
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It emerges, as the general conclusion, that the implementation of the mechanism of HRIA in 

Kenya will require finding a way to bring on board trade policy makers as the primary 

implementers.  

As mentioned above, some of the unique characteristics observed in Kenya are related to the 

appropriate theoretical framework used to underpin the use of HRIA methodology. In this 

regard, the use of human rights theories should be complemented by market theories such 

as semiotic methods and rational theory of morality in order to be attractive to trade policy 

makers in Kenya.  

Other challenges are more complicated since they have nothing to do with the theoretical or 

technical qualities of the HRIA tool but the preparedness, or to be more precise, the 

knowledge and the attitude of trade policy makers who are primarily responsible in making 

trade rules. In general, the analysis locates the main characteristic that may impact the 

positive implementation of the tool is the attitude of trade policy makers. It is only when 

trade policy makers view human rights favorably that progress can be made in this regard.  

The conclusion that the attitude of trade policy makers are at the heart of the problem is 

supported by many facts. One main fact is the inability to resolve the issues associated with 

the Anti-Counterfeit legislation. From the time this legislation was proposed it appeared as 

if the government was unaware of human rights norms applicable despite the fact that NGOs 

working on these issues were involved meaning that the source of information was available. 

Even assuming that NGOs were unavailable in the amendment process, the PAO decision of 

the High Court should have been implemented as a matter of law. The failure to get it right 

after both the CSO input as well as the court process strongly supports the thesis that the 

attitude of trade policy makers may be at stake.  

This conclusion is important because it can inform the kind of interventions to be 

implemented and specifically capacity development. In this regard, it is no longer defensible 

that developing countries blame foreign states for their lack of access to medicines when it 

can be established that they are not even prepared to take advantage of the small 
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opportunities they have to promote access to medicines in Kenya including through 

integrating the HRIA mechanism as a routine process in trade. 

The experience of the High Court challenge on Anti-Counterfeit Act, 2008 shows that more 

work needs to be done in order to convince trade policy makers that human rights actually 

has a positive role to play in resolving the adverse impacts of pharmaceutical trade policies 

on access to medicines.  

Lastly, the government can do itself more service if it takes seriously its obligations under 

human rights without compromising the obligations in trade. This can be done through using 

the right to health norms, which are adequate to resolve the conundrum between trade 

obligations and access to medicines. Failure to appreciate the role of human rights in trade 

by policy makers means that some trade policies that will be adopted by the government will 

restrict the ability of the government to realize access to medicines at the national level and 

this situation spells doom for the entire population in terms of access to medicines. 

8.2 Recommendations 

In terms of recommendations, what do the above conclusions portend? The conclusion in 

this study necessitates a different approach to access to medicines advocacy. It is no longer 

tenable to prove theories and facts but it may be more beneficial to focus on and work 

towards changing the attitudes of individuals responsible for making decisions that matter. 

In this regard, the access to medicines movement in Kenya should transcend beyond 

debating the theory and substance of access to medicines and look at the limitations that 

exists in terms of the people that have the power to make a difference. How can this be 

achieved? 

1) There is need to integrate human rights into the training and development of trade 

policy makers so that it is clear that this is not an imposition from outside but a useful 

paradigm to solve important policy decisions. A good entry point would be for 

instance to review the curriculum that is currently being used to train trade policy 

makers in Kenya but also not forgetting the need to update the knowledge of current 

 
 
 

 

©©  UUnniivveerrssiittyy  ooff  PPrreettoorriiaa  

 



221 
 

trade officials on their role in relation to promoting access to medicines under the 

constitutional right to health. This knowledge should be able to impact positively on 

the ongoing anti-counterfeiting agenda as well as the potential negotiations under EU 

EAC EPA on intellectual property protection. 

2) There is also need to acknowledge the limitations of human rights. In this regard, 

human rights norms can be easily sold through emphasizing its relevance in specific 

circumstances such as market failure as is the case with the TRIPs Agreement and 

access to medicines in developing countries. Once the market corrects itself and is 

able to equitably provide for the needs of everyone it may not be necessary to insist 

on the implementation of human rights norms in relation to pharmaceutical trade 

policies since there would be no adverse impacts to identify and mitigate in the first 

place. 

3) There is also a need for human rights actors to adopt trade lenses when discussing 

human rights and trade issues for maximum impact in terms of communication. The 

problem that has made it impossible to make progress in regards to human rights and 

trade is that the promoters of human rights usually focus on converting trade policy 

makers into human rights experts, which is almost impossible or undesirable. It is 

possible to promote human rights by using market theories such as the rational 

theory of morality.   

4) Human rights actors should also link their interventions with the affected 

communities for maximum impact. The community support is crucial in terms of 

motivating the trade policy makers to behave in an appropriate manner. The fact that 

HRIA has a strong element of participation is therefore a positive thing in this regard. 

The relevance of HRIA in this regard is particularly emphasized in the methodology 

section and specifically its step on consultations.  
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