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Abstract 

The deplorable state of access to safe and affordable medicines among the world’s populations 

continues to elicit reactions from various quarters, including the academics, governments, non-

governmental organisations and intergovernmental groups. Often scapegoated for this global 

access conundrum is the international patent system introduced by the World Trade 

Organisation’s Agreement for the Trade Related Aspect of Intellectual Property Rights 

(hereafter TRIPS). This system, for the first time, introduced a patent protection mandate for 

pharmaceutical products and processes, thereby ending the discretion which national 

governments once enjoyed under the Paris Convention for the Protection of Industrial 

Property 1883. While opinions remain vastly polarised as to the extent to which the TRIPS 

patent system is responsible for the global access gap, commentators agree that this gap has 

continued to widen, especially for the populations of low and middle income countries 

(LMICs), and that urgent national, regional and international responses are imperative to stem 

the tide. 

The East African Community (EAC) is a regional economic community comprising Kenya, 

Uganda, Tanzania, Rwanda, Burundi and South Sudan. All partner states except Kenya are 

ranked as least developed countries, while Kenya is the only developing country in the region. 

As would be expected of countries of this economic status, both communicable and non-

communicable diseases are widespread in the EAC. Even though most of these diseases are 

treatable (and in some cases preventable) and the medicines required to treat or prevent them 

available, the pervasiveness of poverty in the region makes affordability a confounding 

problem. The result is a dismal situation where people die of conditions which could have been 

otherwise prevented or treated.  

This thesis thus examines the global access conundrum through the prism of the state of affairs 

in the EAC. In search of a bespoke long-lasting solution, the EAC adopted the EAC Regional 

Pharmaceutical Manufacturing Plan of Action 2012–2016 (EAC PMP) (the lifespan of which 

was later extended to 2017–2027). This policy outlines a regional roadmap aimed at guiding 

partner states towards achieving enhanced pharmaceutical production capacity. It also 

commendably recommends that its implementation must be done in synchrony with other 

related policy initiatives which the region may have adopted or may subsequently adopt. In the 

category of ‘other related policy initiatives’ are the EAC Medicines Regulatory Harmonisation 

adopted in 2012 to harmonise drug regulatory systems and achieve mutual recognition of 
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assessment outcomes among partner states; and the EAC Policy on TRIPS Flexibilities adopted 

in 2013 to guide partner states on the implementation and optimal utilisation of TRIPS 

flexibilities.  

This thesis examines the above framework, focusing particularly on whether partner states have 

effectively implemented TRIPS flexibilities in a manner which may yield the desired end goal 

of improved access to medicines. Although the EAC Policy on TRIPS Flexibilities is the major 

policy at the centre of evaluation, the thesis also analyses other related policy initiatives in 

order to assess the extent to which they contribute to an effective implementation of TRIPS 

flexibilities. One other important policy area which the thesis critiques is the composition of 

the anti-counterfeiting regime prevalent in Tanzania, Kenya and the region. This critique 

becomes necessary to understand the impacts which an anti-counterfeiting regime based on 

TRIPS-plus enforcement obligations may have on a framework for boosting pharmaceutical 

production capacity based on an optimal use of the TRIPS flexibilities. 

The thesis adopts three variants of the qualitative research methodology to answer its research 

questions: case study, doctrinal and interviewing. The need to interview relevant stakeholders 

especially became necessary in view of the dearth of literature discussing the level of 

implementation of the EAC PMP. Overall, the thesis finds that the recommendations in the 

EAC framework for enhancing pharmaceutical production capacity are, with few exceptions, 

theoretically sound and unassailable. The thesis, nonetheless, finds a gap between these 

theoretical recommendations and actual implementation across partner states. In closing, the 

thesis offers suggestions which may help revitalise the regional framework for better 

effectiveness. 
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Chapter 1:  Setting the Agenda: A Regional Approach to Pharmaceutical 

Production and Access to Medicine

1.1 INTRODUCTION 

The prevalence of communicable diseases such as HIV/AIDS, malaria, and tuberculosis in the 

East African Community (EAC) necessitates a critical discussion of the extent to which the 

EAC population have access to essential medical treatments. While current figures from the 

World Health Organisation (WHO) and the Joint United Nations Programme on HIV/AIDS 

indicate moderate yearly decreases in the number of people afflicted by and dying from the 

leading communicable diseases in the region, the overall state of access to essential medical 

products in the region still requires more attention.1 For instance, the EAC is currently the 

region with the second highest number of people living with HIV/AIDS in the world, with 

Kenya (1.6 million people), Tanzania (1.6 million people) and Uganda (1.4 million people) 

having the highest numbers among partner states.2  

The trend is not entirely different for malaria and tuberculosis. According to the 2019 WHO 

World Malaria Report, of the 218 million cases of malaria which occurred worldwide in 2018, 

93 percent (213 million cases) were in the WHO African Region.3 Uganda is one of the six 

countries which collectively accounted for more than half of all malaria cases worldwide, 

unfortunately recording five percent of the global cases.4 As for global malaria deaths in 2018, 

94 percent of the 405,000 recorded deaths took place in Africa, with 85 percent of these 

occurring in just 20 African countries and India.5 Tanzania, another EAC partner state, is 

responsible for five percent of these global malaria deaths, making it one of the 20 African 

countries which dominated the 2018 global death chart for malaria.6 Similarly, in spite of the 

little cumulative gain recorded over the years, the Global Tuberculosis Report for 2019, just 

like the previous reports, continues to list Kenya and Tanzania among the 30 high tuberculosis 

burden countries.7  

1 See for instance, East African Community Regional Pharmaceutical Manufacturing Plan of Action 2017–2027 

(EAC Secretariat) 2017, 15; East African Community Facts and Figures (EAC Secretariat) 2019, 23–27.   
2 For statistics on Kenya, Rwanda, South Sudan, Uganda, and Tanzania respectively, see Joint United Nations 

Programme on HIV/AIDS, UNAIDS Data 2019 (UNAIDS, 2019) 46–7, 60–1 and 64–9. 
3 World Health Organisation, ‘World Malaria Report 2019’ (WHO, 2019) xii-xiii.  
4 Ibid.  
5 Ibid.  
6 Ibid.  
7 World Health Organisation, ‘Global Tuberculosis Report’ (WHO, 2019) 208 & 226. 
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Apart from communicable diseases, a recent WHO study also finds a continuous, though slight, 

rise in non-communicable diseases such as cancer, diabetes, heart diseases, and chronic 

respiratory diseases in low and middle income countries (LMICs) including the EAC partner 

states. 8  This study predicts that, by 2030, more deaths are likely to result from non-

communicable diseases than from communicable diseases.9 According to the EAC Regional 

Pharmaceutical Manufacturing Plan of Action (hereafter EAC PMP),—a document formulated 

to guide partner states to self-sufficiency in pharmaceutical production—this changing disease 

pattern is already reflected in the disease portfolio of the EAC.10  

Meanwhile, there is no evidence that this increased disease burden elicited an appropriate 

response from the two-tiers of government which operate in the region—national and regional 

governments. Unsurprisingly, this created a situation where many of the EAC populations who 

desired access to medicines could not have access, notwithstanding the fact that the medicines 

they needed were available in safe and efficacious dosages. This lack of access could be 

attributed to three factors: widespread poverty was one factor which made affordability a bigger, 

if not the biggest, problem.11  

A second factor could be traced to the fact that the existing public health insurance scheme was 

only open to a small percentage of the EAC populations who worked in the civil services as 

government employees.12 Even for those who fell in this category, government contributions 

remained relatively small so that they still needed to make huge out-of-pocket contributions.13 

The situation was more difficult for the rest of the EAC populations who were not entitled to 

government’s partial contribution/coverage, as in their case, the cost of access must be borne 

100 percent out-of-pocket.14 While private health insurers could be found in partner states, the 

prevalence of poverty in the region meant only a negligible percentage of the uncovered 

 
8 See Colin D Mathers and Dejan Loncar, ‘Projections of Global Mortality and Burden of Disease from 2002 to 

2030’ (2006) 3(11) PLoS Medicine e442.  
9 Ibid, a more recent report published in the Lancet similarly confirms this finding, noting that non-communicable 

diseases (such as cancer and stroke) and injuries are now the biggest killers in LMICs: see Gene Bukhman et al, 

‘The Lancet NCDI Poverty Commission: Bridging a Gap in Universal Health Coverage for the Poorest Billion’ 

(2020) 296 The Lancet 991. 
10 EAC PMP (n 1) 9. 
11  See generally Olasupo Owoeye, Olugbenga Olatunji and Bukola Faturoti, ‘Patents and the Trans-Pacific 

Partnership: How TPP-style Intellectual Property Standards may Exacerbate the Access to Medicines Problem in 

the East African Community’ (2019) 33(2) The International Trade Journal 197.  
12 See EAC PMP (n 1) 15.  
13 Ibid.  
14 This seems to align with the finding by the WHO that ‘up to 90% of the population in developing countries 

purchase medicines through out-of-pocket payments…’ see World Health Organisation, ‘Addressing the Global 

Shortage of, and Access to, Medicines and Vaccines’ (EB142/13, 12 January 2018) 6 [2].  
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population could afford private insurance. Kenya offers a perfect example here: despite being 

the only developing partner state, Kenya could only provide government health insurance cover 

for a meagre 16 percent of the whole population, leaving a whopping 84 percent without 

cover.15 Sadly, of this 84 percent, only one percent could afford private cover from the 32 

private health insurers doing business in Kenya.16  

A third and final factor affecting access to medicines in the region derived from the 

overreliance by the EAC partner states on donor assistance for supplying drugs into their public 

health systems. For instance, most of the drugs used by the region in treating diseases such as 

HIV/AIDS, tuberculosis, and malaria were donated by international donors such as the US 

President’s Emergency Plan for AIDS Relief, Clinton Health Access Initiative, and the Global 

Fund to Fight AIDS, Tuberculosis and Malaria.17 The potential danger of this approach is that 

continued access to medical treatments for these conditions would be inexorably dependent on 

continued availability of external funding and access would oscillate as external funding 

reduces or even completely stops.18 Apart from a fear of dwindling foreign donation, donor 

countries may sometimes be faced with national public health emergencies which make it 

impossible for them to attend to their humanitarian obligations. The COVID-19 pandemic 

which broke out in late 2019 and is still ravaging the whole world illustrates how public health 

emergencies in donor countries could affect continued access to medicines in beneficiary 

countries.19       

In recognition of these factors and the threats they posed or may pose to access to medicines in 

the EAC, the EAC partner states came together in 2011 in search of a more permanent and 

collective regional response.20 Following a series of meetings, partner states unanimously 

agreed that a policy framework should be put in place at the regional level addressing the issue 

of pharmaceutical production capacity. 21  In compliance with this, several policies and 

 
15  See Jacob S Kazungu and Edwine W Barasa, ‘Examining Levels, Distribution and Correlates of Health 

Insurance Coverage in Kenya’ (2017) 22(9) Tropical Medicine an International Health 1175, 1177. 
16 Ibid 1179. 
17 EAC PMP (n 1) 15; see generally, Maureen Mackintosh et al, ‘Rethinking Health Sector Procurement as 

Developmental Linkages in East Africa’ (2018) 200 Social Science and Medicine 182.  
18 In fact, scholars have warned that the decision of the providers of donor funds to step in and fill the gap of 

access to medicines in LMICs will not last forever: see for instance, Guiliano Russo and Geoffrey Banda, 

‘Rethinking Pharmaceutical Production in Africa: Insights from the Analysis of the Local Manufacturing 

Dynamics in Mozambique and Zimbabwe’ (2015) 50 Studies in Comparative International Development 258; 

Mara Kardas-Nelson, ‘Can (and should) Africa make its own Medicines?’ (2015) 350 The BMJ h2178, 1.  
19 See for instance, World Health Organisation, ‘WHO: Access to HIV Medicines Severely Impacted by COVID-

19 as AIDS Response Stalls’ (online, 6 July 2020). 
20 EAC PMP (n 1) 28.  
21 Ibid.  
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legislative instruments have since been established by the EAC to provide a roadmap to partner 

states on how best to achieve this goal.22  

This thesis evaluates the existing EAC framework for enhancing pharmaceutical production 

capacity, with the aim of ascertaining the extent to which the framework has been effective. In 

this chapter, a consideration of foundational matters relevant to the overall discourse of the 

thesis is embarked upon. In the next section, a review of sector-specific literature (the patent 

and the access debate) is undertaken to understand the role that patent rights play in the current 

global access to medicines conundrum. The third section then explains why the EAC, and not 

any other region, is the focus of the thesis. Under this section, the chapter delves into 

background facts about the EAC and, more importantly, justifies the choice of the EAC for the 

current study. Under the fourth, fifth and sixth sections, other important foundational issues 

such as the objective of the thesis, the research questions as well as the research methodology 

are examined. The seventh section concludes the chapter by laying out the structure of the 

thesis, including the thesis’s overall findings. 

1.2 PATENT AND THE GLOBAL ACCESS TO MEDICINES CONUNDRUM 

Even though the daunting picture presented above relates to the state of access to medicines in 

the EAC, the issue of inadequate access is in fact a global phenomenon.23 This explains why a 

lot of scholarly efforts has been invested in studying the extent to which patent law is 

responsible for the current global access problem. One golden thread that runs through the 

literature is an admission (active or passive) that the Agreement for the Trade Related Aspect 

of Intellectual Property Rights (hereafter TRIPS) 24  is a game changer for the access to 

medicines debate.25 This admission is hinged on the fact that TRIPS’s patent provisions confer 

temporary monopoly rights on owners of pharmaceutical patents which empower them to 

 
22 EAC PMP and EAC Policy on TRIPS Flexibilities are examples.  
23 See for instance World Health Organisation, ‘Primary Health Care on the Road to Universal Health Coverage: 

2019 Monitoring Report’ (‘2019 Monitoring Report’) (WHO, 2019). 
24 See Marrakesh Agreement Establishing the World Trade Organisation, opened for signature 15 April 1994, 

1869 UNTS 299 (entered into force 1 January 1995) annex 1C (Agreement on Trade-Related Aspects of 

Intellectual Property Rights). 
25 See Ellen ‘t Hoen et al, ‘Driving a Decade of Change: HIV/AIDS, Patents and Access to Medicines for All’ 

(hereafter ‘Driving a Decade of Change) (2011) 14 Journal of the International AIDS Society 15: 2-3; Ellen FM 

‘t Hoen, The Global Politics of Pharmaceutical Monopoly Power: Drug Patents, Access, Innovation and the 

Application of the WTO Doha Declaration on TRIPS and Public Health (hereafter The Global Politics of 

Pharmaceutical Monopoly) (AMB Publishers, 2009) 1–2; Daniel Gervais, The TRIPS Agreement: Drafting 

History and Analysis (Sweet & Maxwell, 4th ed, 2012); Peter Drahos and John Braithwaite, Information Feudalism: 

Who Owns the Knowledge Economy? (New Press, New York, 2003); KM Gopakumar, ‘Twenty Years of TRIPS 

Agreement and Access to Medicine: A Development Perspective’ (2015) 55(3) Indian Journal of International 

Law 367.     
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determine the prices at which the resulting medicines are sold.26 Scholars, however, disagree 

on how much of the access to medicines conundrum could be blamed on patent law and the 

accompanying monopoly rights it confers—two groups of scholars could be identified.  

The first group of scholars (hereafter ‘group one’ scholars), just the same as the second group, 

admits that the problem of inadequate access to medicines predated the conclusion of TRIPS.27 

They, unlike the second group, however, maintain that the current system has indisputably 

aggravated the access problem, especially for the populations of LMICs.28 The ‘current system’ 

as used here, refers to the patent regime instituted under TRIPS—an agreement which was 

concluded in 1994 and became operational in 1995.29 To provide a short background, TRIPS 

was one of multiple agreements which emerged from the Uruguay Round of multilateral trade 

negotiations held from 1986 to 1993 under the auspices of the old General Agreement on 

Tariffs and Trade (GATT)—a body now replaced by the World Trade Organisation (WTO).30 

The manner in which TRIPS emerged has led many of the scholars in this group to blame its 

patent provisions for the exacerbation of the access problem.31 Two reasons may be cited why 

this view may not be completely out of place, especially considering the fact that TRIPS does 

have a questionable historical origin.  

First, prior to its emergence, the conclusion of multilateral intellectual property (IP) (more 

appropriately designated as industrial property at this time)32 treaties was almost the exclusive 

preserve of the World Intellectual Property Organisation (WIPO), a specialised United Nations 

 
26 See TRIPS (n 24) art 27(1). 
27  See generally, ‘t Hoen et al, ‘Driving a Decade of Change’ (n 25); ‘t Hoen, The Global Politics of 

Pharmaceutical Monopoly Power (n 25); Drahos and Braithwaite (n 25); Sarah Joseph, Blame it on the WTO?: A 

Human Rights Critique (Oxford Scholarship Online, 2011) chapter 7; Carlos M Correa, Intellectual Property 

Rights, the WTO and Developing Countries: The TRIPS Agreement and Policy Options (Zed Books, 2000); 

Frederick M Abbott, ‘Editorial: The Enduring Enigma of TRIPS: A Challenge for the World Economic System’ 

(1998) 1(4) Journal of International Economic Law 497: Dianne Nicol and Olasupo Owoeye, ‘Using TRIPS 

Flexibilities to Facilitate Access to Medicines’ (2013) 91 Bulletin of the World Health Organisation 533.  
28 Ibid.  
29 For a fuller account of the emergence of TRIPS, see generally Susan K Sell, Private Power, Public Law: The 

Globalization of Intellectual Property Rights (Cambridge University Press, 2003); Draho and Braithwaite (n 25); 

United Nations Conference on Trade and Development and International Centre for Trade and Sustainable 

Development, Resource Book on TRIPS and Development (Cambridge University Press, 2005); Carolyn Deere, 

The Implementation Game: The TRIPS Agreement and the Global Politics of Intellectual Property Reform in 

Developing Countries (Oxford University Press, Reprint Edition, 2011).  
30 Ibid.   
31 See Joseph (n 27); ‘t Hoen, The Global Politics of Pharmaceutical Monopoly Power (n 25); Gervais (n 25). 
32 Distinction is often drawn between ‘industrial property’ and ‘intellectual property’. Although, both reward 

creators for their intellectual creations, industrial property applies to creations which are useful within the industry 

– covering patents, trade marks, industrial designs and geographical indications; while intellectual property is a 

broader concept that covers, in addition to industrial property, copyrights and related rights: see for instance World 

Intellectual Property Organization (WIPO), What is Intellectual Property? (WIPO Publication No 450(E)). 
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(UN) agency established for that purpose, while the primary focus of the old GATT, the forum 

where TRIPS was eventually adopted, was the promotion of international trade.33 Second, 

when some GATT members—mostly developing countries—objected to the inclusion of some 

omnibus ‘trade-related aspect of intellectual property rights’ theme on the Round’s agenda, 

Japan, the proponent of this theme (later supported by other developed countries), maintained 

that discussion around the theme would be limited to anti-counterfeiting issues, which 

indisputably had direct consequences for international trade.34  

As is now evident, however, what was originally mooted as a narrowed and tailor-made 

window for addressing anti-counterfeiting infractions within a trade context eventually 

blossomed into a full-blown IP treaty, covering different categories of IP rights, and having 

far-reaching consequences for national policy spaces. 35  Some of its landmark provisions 

include the establishment of minimum substantive obligations in key IP areas,36 enforcement 

provisions,37 the establishment of a Dispute Settlement Understanding,38 and, more relevant to 

the access to medicines debate, the inclusion of provisions mandating the extension of patent 

protection to pharmaceutical products and processes.39 This last inclusion has been latched on 

to by academic critics to justify their submission that TRIPS’s patent provisions widen the 

international access gap.40 

In further support of their position, the ‘group one’ scholars cite how the TRIPS system has 

significantly reduced the broad policy spaces which used to be available to national 

governments under what has now become the ‘old system’.41 The ‘old system’ as used here 

refers to a combination of national laws and, subsequently, the Paris Convention for the 

Protection of Industrial Property (hereafter the Paris Convention).42 While the old system 

receives fuller attention in chapter two, it suffices to state here that the protection of 

pharmaceutical inventions through patent laws was solely regulated by national laws until the 

 
33  GATT is now known as the WTO, see WTO, ‘What We Do’ 

<https://www.wto.org/english/thewto_e/whatis_e/what_we_do_e.htm>.  
34 See Gervais (n 25) 18; Drahos and Braithwaite (n 25) 76. 
35 Ibid, see also Sell (n 29); Deere (n 29); TRIPS (n 24). 
36 See TRIPS (n 24) part II. 
37 Ibid part III. 
38 Ibid part V. 
39 Ibid art 27(1). 
40 See ‘t Hoen, The Global Politics of Pharmaceutical Monopoly (n 25); Correa (n 27); Abbott (n 27); Joseph (n 

27). 
41 See Drahos and Braithwaite (n 25); Sell (n 29); Deere (n 29).  
42 (As last revised at the Stockholm Revision Conference), signed 20 March 1883, 828 UNTS 305 (entered into 

force 7 July 1884); for detailed discussion, see chapter two, section 2.2.2. 
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late nineteenth century when some degree of international regulation was established via the 

Paris Convention.43  

Under this old system, national governments were at liberty to employ patent laws as policy 

tools for promoting access to essential medicines within their domains. 44  Thus, with the 

absence of an international protection mechanism, a government might decide not to offer 

patent protection to pharmaceutical products and processes or might decide to offer protection 

to pharmaceutical processes only. This same deference to national government formed the 

bedrock of the Paris Convention under which the cardinal principle of ‘national treatment’ only 

required a Union member to extend IP protection to which its nationals were entitled to the 

nationals of other Union members, and nothing more.45 This being the case, a Union member 

which did not offer patent protection for pharmaceuticals (products or processes) to its own 

nationals would not violate the Paris Convention by not receiving patent applications in this 

category from nationals of other Union members.46  

Evidencing this former position are numerous examples of countries—mostly high-income and 

LMICs—which had deployed the flexible disposition of the Paris Convention towards 

implementation, to build what has now become a solid industrial capacity, including 

pharmaceutical manufacturing capacity.47 This ability to put national interests first, recognised 

in unmistakable terms under the Paris Convention, seems to have been weakened by the TRIPS 

system under which patents must now be made available in all fields of technology and to both 

products and processes.48 This reduction in the degree of control which WTO members now 

purportedly have in the implementation of TRIPS patent obligations has led the ‘group one’ 

scholars to pin the access to medicines conundrum on TRIPS’s patent provisions. 

 
43 See chapter two, sections 2.2.1 and 2.2.2. 
44 See generally Albert Wertheimer and Thomas Santella, ‘The History and Economics of Pharmaceutical Patents’ 

in Irina Farquhar, Kent Summers and Alan L Sorkin (eds), The Value of Innovation: Impact on Health Life Quality, 

Safety, and Regulatory Research (Emerald Group Publishing Ltd, 2007); see also chapter two, sections 2.2.1 and 

2.2.2. 
45 See generally GHC Bodenhausen, Guide to the Application of the Paris Convention for the Protection of 

Industrial Property (World Intellectual Property Organisation, 1969).  
46 Ibid.  
47  See Bodenhausen (n 45) 15; Peter Drahos, ‘Developing Countries and International Intellectual Property 

Standard-Setting’ [2002] The Journal of World Intellectual Property 765, 768; Benjamin Corriat and Luigi 

Orsenigo, ‘IPRs, Public Health and the Pharmaceutical Industry: Issues in the Post-2005 TRIPS Agenda’ in Mario 

Cimoli et al (eds), Intellectual Property Rights: Legal and Economic Challenges for Development (Oxford 

University Press, 2014) 219, 222; Sell (n 29) 11. 
48 TRIPS (n 24) art 27(1). 
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As noted at the beginning of this section, a second group of scholars, the ‘group two’ scholars, 

holds a slightly different view regarding the role that TRIPS’s patent system plays in the global 

access dilemma.49 Though the ‘group two’ scholars readily concede that the new patent regime 

may have some implications for access to medicines, they, nonetheless, maintain that the 

problem of access is more directly traceable to non-patent factors.50 Some of the factors cited 

include a dearth of infrastructural facilities (good roads, stable electricity and water), lack of 

technological capacity, skilled labour and financial resources. The ‘group two’ scholars, in 

order to further underscore their point, draw attention to the fact that only a small percentage 

of the medical products on the WHO Essential Medicines List is under patent, leaving countries 

free to reverse-engineer or copy the majority, which are either out of patent or were never 

patented.51   

Moreover, even though the ‘group two’ scholars admit that TRIPS’s patent provisions may 

have limited implications for access to medicines, they contend that the inclusion of flexibilities 

in TRIPS is intended to address any such potential implications.52 Obligations such as an 

exhaustion regime, exceptions to the rights conferred, compulsory licensing, construction of 

patentability criteria, exclusion from patentability and opposition procedures are cited as some 

of TRIPS’s concessions which are available to any willing WTO member to invoke for access 

to medicines purposes.53 The ‘group two’ scholars further allude to the subsequent affirmation 

in the Doha Declaration on TRIPS Agreement and Public Health of WTO members’ right to 

protect public health using the TRIPS flexibilities including exhaustion regime and compulsory 

licensing.54 Another TRIPS provision cited in support of this position is the compulsory-

licensing-for-export regime—formally introduced into TRIPS in 2017—which allows WTO 

members with no or insufficient manufacturing capacity to import essential medical products 

from any WTO countries where such capacity exists.55 The ‘group two’ scholars, therefore, 

 
49 See for instance, Bryan Mercurio, ‘Resolving the Public Health Crisis in the Developing World: Problems and 

Barriers of Access to Essential Medicines’ (2007) 5 Northwestern Journal of International Human Rights 1; Amir 

Attaran, ‘How Do Patents and Economic Policies Affect Access to Essential Medicines in Developing Countries?’ 

(2004) 23(3) Health Affairs 155; Amir Attaran and Lee Gillespie-White, ‘Do Patents for Antiretroviral Drugs 

Constrain Access to AIDS Treatment in Africa?’ (2001) 286(15) The Journal of American Medical Association 

1886.   
50 Ibid.  
51 Ibid.  
52 Ibid.   
53 Ibid.  
54 See for instance, Mecurio (n 49) 4–14.  
55 See Tolulope Anthony Adekola, ‘Has the Doha Paragraph 6 System Reached Its Limits?’ (2020) 15(7) Journal 

of Intellectual Property Law and Practice 525; Frederick M Abbott, ‘The Doha Declaration on the TRIPS 

Agreement and Public Health: Lightning a Dark Corner at the WTO’ (2002) 5(2) Journal of International 

Economic Law 469; Frederick M Abbott and Jerome H Reichman, ‘The Doha Round’s Public Health Legacy: 
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seem to suggest that both the Paris Convention and TRIPS already offer adequate policy spaces 

which members may deploy to address national access challenges. 

Even though these TRIPS flexibilities receive fuller attention in chapters two to four of this 

thesis, it is, nonetheless, important to mention here that actual uses of these flexibilities, 

especially by LMICs, are often fraught with political intrigues.56 In fact, as chapter two will 

show, in some cases LMICs are discouraged from incorporating the TRIPS flexibilities into 

national laws, and in cases where incorporation has already occurred, they are often subtly 

pressured into not using them even in most deserving cases.57 Compulsory licensing is one 

prominent TRIPS flexibility which exemplifies this observation. Frequently enacted into many 

national patent laws, compulsory licensing is seldom used by LMICs even when such use 

would have passed the consistency and necessity tests under TRIPS.58 In the EAC case, for 

example, while virtually all EAC partner states provide for the flexibility of compulsory 

licensing, none of them has ever invoked it in spite of the deplorable state of access to 

medicines in the region.59 Similarly, while TRIPS allows the use of compulsory licensing for 

export, actual use has remained so cumbersome that it is more costly and time-consuming to 

use the new regime than to directly procure required drugs from generic producers from 

countries where such drugs are not patented.60 The actual use of the TRIPS flexibilities in 

LMICs can, therefore, be more complex than the ‘group two’ scholars may want to admit. 

Nevertheless, irrespective of which of the two groups examined above one chooses to align 

with, the stark and indisputable reality remains that at least half of the world’s population is 

currently estimated to be without adequate access to essential medicines.61 Unsurprisingly, the 

bulk of the brunt falls on countries in the poorest parts of Africa and Asia, where poverty and 

 
Strategies for the Production and Diffusion of Patented Medicines under the Amended TRIPS Provisions’ (2007) 

10(4) Journal of International Economic Law 921. 
56 See particularly chapter two, section 2.4.1.  
57 Ibid.  
58 See chapter three, section 3.2. 
59 This is perfectly exemplified by the failure of the region, either individually or collectively, to use this flexibility 

for providing medical products (for instance, N95 masks, ventilators, therapeutics, among others) in the current 

time when the region, like others, is being ravaged by the effect of coronavirus. If this deadly virus did not 

constitute an emergency justification to use compulsory licensing, either domestically or for export, it remains to 

be seen if there could ever be any circumstances which will push members to use the flexibility.     
60 See for example Christina Cotter, ‘The Implication of Rwanda’s Paragraph 6 Agreement with Canada for Other 

Developing Countries’ (2008) 5(2) Loyola University Chicago International Law Review 177; see also Cynthia 

M Ho, ‘Complicated Compulsory Licenses: The Waiver/Article 31bis “Solution”’ in Cynthia M Ho (ed), Access 

to Medicines in the Global Economy: International Agreements on Patents and Related Rights (Oxford University 

Press, 2011) 214–9. 
61 See Kirsty McNeil and Corry Jacobs, ‘Half of the World’s Population Lack Access to Essential Health Services 

– Are We Doing Enough?’ World Economic Forum (online, 20 September 2019).   
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lack of technical capacity reign supreme.62  It is against this international context that the 

analysis of the vexed issue of access to essential medicines in the EAC will be conducted. The 

spotlight will particularly be beamed throughout the thesis on the policy-cum-legislative 

framework which has so far been established in the region. In so doing, emphasis will be on 

examining the extent to which this framework has been effective.                         

1.3 THE EAST AFRICAN COMMUNITY 

Given that this thesis considers the contentious issue of pharmaceutical production and access 

to medicines from a regional perspective, this section provides an insight into the EAC, the 

region whose approach is being studied. Background information essential to understanding 

the EAC, such as the formation of the Community, its salient objectives, and the organs 

responsible for implementing these objectives, are discussed under the first subsection. The 

second subsection then offers justifications for selecting the EAC as the case study for this 

thesis.   

1.3.1 The East African Community: formation, objectives and administration 

Even though the EAC has been frequently cited as a model for regional integration in Africa, 

the trajectory of its emergence as a successful model of regional integration was, in fact, 

tortuous.63 An earlier attempt was made in 1948 when the East African High Commission was 

created to strengthen economic links among the trio of Uganda, Tangayika (now Tanzania) and 

Kenya.64 In an attempt to further entrench regional collaboration among these three countries, 

this Commission metamorphosed into the East African Common Services Organisation  in 

1961 with an objective of coordinating regional service organisations such as the East African 

Posts and Telecommunications, the East African Railways and Harbours, and the East African 

Development Bank, to mention a few examples.65 The aspiration for a more comprehensive 

regional partnership took a formal dimension in 1967 when these countries signed the Treaty 

for the East African Cooperation (hereafter the EAC Treaty) which, for the first time, 

established the EAC.66 Cooperation under the Treaty was extended to a wide range of economic 

 
62 See WHO, ‘2019 Monitoring Report’ (n 23). 
63 See generally, Emmanuel Ugirashebuja et al (eds), East African Community Law: Institutional, Substantive and 

Comparative EU Aspects (Brill Nijhoff, 2017); Paulo Drummond, S Kal Wajid and Oral Williams (eds), The 

Quest for Regional Integration in the East African Community (International Monetary Fund, 2004); LO Wauna 

Oluoch, ‘Legitimacy of the East African Community’ (2009) 53(2) Journal of African Law 194. 
64 See Wanyama Masinde and Christopher Otieno Omolo, ‘The Road to East African Integration’ in Emmanuel 

Ugirashebuja et al (n 63) 14–15; Oluoch (n 63) 197–8.    
65 Ibid.  
66 Ibid.   



11 

 

and social issues, while decision-making was so centralised that a former EAC Deputy 

Secretary-General described this arrangement as ‘in all but name, a federal government’.67   

Unfortunately, however, a decade later, the first EAC collapsed, and a new attempt at regional 

integration in the East African axis would not be reattempted until 1999. According to official 

documents and opinions of academic writers, this failure was caused by several factors, 

including lack of political framework, absence of strong political will, failure to enlist the 

private sector and civil society in the implementation processes, disproportionate sharing of 

the benefits derived from collaboration among partner states and governance challenge.68 

Notwithstanding this temporary setback, the Heads of States/Governments of Kenya, Uganda 

and Tanzania came together again in November 1999 to sign another Treaty for the 

reestablishment of the EAC, which entered into force on 7 July 2000.69 This second attempt 

was made possible because, following the collapse of 1977, the parties to the first EAC 

included a clause in the dissolution and distribution of assets agreement which recognised the 

possibility of later resuscitating the EAC.70  

Since revival, the EAC has continued to grow its membership (referred to as ‘partner states’ in 

the EAC Treaty), with both Rwanda and Burundi joining the Community in June 2007, and 

South Sudan in April 2016—taking the total number of partner states to six.71 The end goal of 

the new integration is the attainment of a Political Federation which will see partner states 

establish common foreign and security policies as well as good governance system.72 Preceding 

this end goal are three other equally important ‘must-achieve’ goals, namely, the establishment 

of Customs Union (implementing protocol enacted in 2005), Common Market (implementing 

protocol enacted in 2010), and Monetary Union (efforts toward implementation currently 

ongoing).73  While the Treaty outlines several objectives, its overarching aim is to foster 

policies and programs intended to widen and deepen ‘co-operation among the Partner States in 

political, economic, social and cultural fields, research and technology, defence, security and 

 
67  See Beatrice B Kiraso, ‘EAC Integration Process and the Enabling Peace and Security Architecture’ 

(Conference Paper, EAC Peace and Security Conference, 5 October 2009) 2.  
68 Masinde and Omolo (n 64) 16; see also Issa G Shivji, ‘Pan-Africanism and the Challenge of East African 

Community Integration’ (Symposium Paper, EAC 10th Anniversary Symposium, 13–14 November 2009).   
69 Masinde and Omolo (n 64) 17; Oluoch (n 63) 197–8. 
70 Masinde and Omolo (n 64) 17. 
71 Ibid.  
72 See East African Community Treaty signed 30 November 1999 (entered into force 7 July 2000) (EAC Treaty) 

art 5(2); see also EAC, ‘Political Federation’ <eac.int/political-federation>.  
73 EAC Treaty (n 72) art 5(2); Masinde and Omolo (n 64) 13; Oluoch (n 63) 197–8.  
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legal and judicial affairs, for their mutual benefit.’74 Above all, it is generally believed that the 

revitalised EAC is stronger than the earlier one, the new EAC having made conscious efforts 

to address the factors which led to the collapse of the first EAC.75 Figure 1.1 below illustrates 

this long process. 

 

 

Figure 1.1: The emergence of the EAC 

Furthermore, the Treaty establishes seven organs to superintend the activities of the region, 

while authorising the highest ranked organ (the Summit) to establish additional organs as may 

be necessary.76 These organs are the Summit, the Council, the Coordination Committee, the 

Sectoral Committee, the East African Court of Justice, the East African Legislative Assembly, 

and the Secretariat.77 The organogram of the EAC governance system is represented in Figure 

1.2  below. Brief statements then follow regarding the composition and functions of each organ. 

 

 

 

 

 

 

 

 

Figure 1.2: Organogram of the EAC governance system 

The Summit: this is made up of Heads of States or Governments of partner states and, together 

with the Council and the Secretariat, serves as the executive arm of the EAC.78 Its functions 

 
74 EAC Treaty (n 72) art 5(1). 
75 See Kiraso (n 67) 4. 
76 EAC Treaty (n 72) art 9(1). 
77 Ibid.  
78 Ibid art 10.  
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are numerous, including giving general directions on the development and achievement of the 

objectives of the EAC.79    

The Council of Ministers: the members of the Council are the Ministers in charge of the 

Ministries of East African Community Affairs in partner states, the Attorney General as well 

as such other Ministers as partner states may determine.80 The Council functions in advisory 

and supervisory capacities in its quest to assist the Summit in performing its functions.81  

The Secretariat: this is headed by a Secretary-General who performs several secretarial duties 

to the Council, the East African Legislative Assembly, and other organs as may be required 

towards assisting them in the implementation of the regional programs.82 

The Coordination Committee: this is peopled by Permanent Secretaries from the Ministries of 

East African Community Affairs located in partner states.83 Partner states are also permitted to 

second Permanent Secretaries from other Ministries to the Committee as they deem 

necessary.84 Its functions include the submission of reports and recommendations in respect of 

the implementation of any component of the Treaty to the Council, either suo motu or upon 

request.85 This Committee also serves as an interface between the Council and the Sectoral 

Committees, and, sometimes, it implements the decisions of the Council.86   

The Sectoral Committees: these are ad-hoc committees established by the Council on a case-

by-case basis pursuant to recommendation to do so from the Coordination Committee. 87 

Sectoral Committees are responsible for preparing implementation programs and outlining 

priorities for different sectors of cooperation—for example, there is a Sectoral Committee for 

Health which oversees the preparation and implementation of policies relating to 

pharmaceutical production and access to medicines.88   

The East African Legislative Assembly: this is the EAC legislative organ, comprising of nine 

members elected from the Parliament of each partner state; the Minister or Assistant Minister 

in charge of the Ministry of East African Affairs from each partner state; the Secretary General 

 
79 Ibid art 11. 
80 Ibid art 13. 
81 Ibid art 14.  
82 Ibid arts 66–7.   
83 Ibid art 17.  
84 Ibid.  
85 Ibid art 18.  
86 Ibid.  
87 Ibid art 20. 
88 Ibid art 21. 
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of the EAC Secretariat; and the Counsel to the EAC.89 There are currently 62 members of the 

Assembly.90     

The East African Court of Justice: as the judicial arm of the EAC, the Court of Justice is 

responsible for ensuring adherence to law in the interpretation and application of the Treaty.91 

The jurisdiction of the Court is divided into two: the First Instance Division and the Appellate 

Division.92 The composition of the entire Court is a maximum of 15 Judges, with not more than 

10 Judges for the First Instance Division and not more than five for the Appellate Division.93 

Appointment of Judges to the Court of Justice is made by the Summit from among persons of 

proven integrity and impartiality recommended by partner states.94 To ensure equity, the EAC 

Treaty provides that no more than two Judges of the First Instance Division or one Judge of 

the Appellate Division shall be appointed on the recommendation of the same partner state.95 

Apart from the above information, which is of operational and organisational importance, one 

other feature of the EAC composition which requires elucidation is the peculiar legislative 

system which exists in Tanzania. Among the six EAC partner states, the Tanzanian legal 

system is unique. In other partner states, the federal/central parliaments are responsible for 

legislating on copyright and other industrial property rights, with the consequence that such 

centrally enacted legislation binds all citizens, whether living under federal or state/regional 

jurisdictions. However, owing to its historical antecedent, the opposite is the case in Tanzania.96  

Historically, the country Tanzania was a creation of a 1964 voluntary union between the then 

Tangakiya and the Island of Zanzibar—officially designated as the United Republic of 

Tanzania (hereafter Tanzania).97 Under the Constitution of Tanzania, a two-tier legislative 

system is established: a National Assembly responsible for legislating for the entire country on 

items described in the Constitution as Union Matters, and a House of Representatives which 

legislates for the Island of Zanzibar alone on all other matters not so listed as Union Matters.98 

 
89 Ibid arts 48(1) and 50(1).  
90 See The East African Legislative Assembly <eala.org/assembly/category/overview>.  
91 EAC Treaty (n 72) art 27. 
92 Ibid art 23. 
93 Ibid art 24. 
94 Ibid.  
95 Ibid art 24(1). 
96 See generally Yash Ghai, ‘Zanzibar in Tanzania: From Sovereignty to Autonomy?’ in Yash Ghai and Sophia 

Woodman (eds), Practising Self-Government: A Comparative Study of Autonomous Region (Cambridge 

University Press, 2016). 
97 Ibid 270–2.   
98 See the Constitution of the United Republic of Tanzania Act No 15 of 1984 (Constitution of Tanzania), arts 

4(3), 62(1), 64(2) and 106(1)–(3). 
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A further peculiarity is that the central parliament (the National Assembly) is also empowered 

to legislate for Tanzania-Mainland on matters not listed as Union Matters.99 The National 

Assembly has federal and regional jurisdictions, while the House of Representatives only has 

legislative powers over one jurisdiction.100 The effect of this, for the purpose of this thesis, is 

that, with copyright and other industrial property rights not being on the ‘Union Matters’ list, 

Tanzania has two industrial property laws, with one applying to Zanzibar, and the other to 

Tanzania-Mainland.101 Throughout this thesis, reference will be made to Tanzania-Mainland, 

Tanzania-Zanzibar or Tanzania as the context may require. 

Lastly, it is equally necessary to spell out, from the onset, the relationship between regional 

organs, institutions and laws, on the one hand, and the national equivalents, on the other. By 

virtue of the EAC Treaty, in relation to matters respecting the implementation of the EAC 

Treaty, ‘Community organs, institutions and laws shall take precedence over similar national 

ones…’102    

1.3.2 Justification for studying the East African Community 

The decision to choose the EAC for the current research is justifiable on four grounds. First, 

the EAC Treaty provides a suitable foundation for studying a regional approach on matters 

relating to public health.103 Specifically, the Treaty requires that partner states collaborate in 

developing a common drug policy, 104  harmonising drug registration procedures, 105 

harmonising national health policies/regulations, 106  and cooperating in the promotion of 

research and development in pharmaceuticals.107 A second justification is provided by wide 

gap which exists between the current disease burden of the EAC and access of the EAC 

populations to essential medicines.108  

Third, more than any other African regional economic community, the EAC has adopted 

several policies and proposed important statutory instruments, all designed to guide partner 

states towards achieving gradual enhancement of pharmaceutical production capacity. The 

 
99 Ibid. 
100 Constitution of Tanzania (n 98) art 64(1). 
101 See Industrial Property Act (Zanzibar) 2008; Patents (Registration) Act (Tanzania-Mainland) 1995. 
102 EAC Treaty (n 72) art 8(4). 
103 Ibid art 118. 
104 Ibid art 118(c). 
105 Ibid art 118(d). 
106 Ibid art 118(e). 
107 Ibid art 118(f). 
108 See section 1.1 above.  
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leading policies, which are evaluated across the chapters of this thesis, are the EAC Policy on 

TRIPS Flexibilities, 109  the EAC PMP, 110  the EAC Policy on Medicines Registration 

Harmonisation (hereafter EAC MRH) Initiative, 111  and the EAC Policy on Anti-

counterfeiting.112 As for the proposed legislative instruments, there are the EAC Protocol on 

TRIPS Flexibilities113 as well as the EAC Competition (Amendments) Bill 2015. These policies 

are, in particular, currently at different levels of implementation. Studying them will, therefore, 

provide an opportunity to evaluate the all-important question of viability and effectiveness.  

The fourth—and, in fact, the most crucial—reason for selecting the EAC is that, while different 

aspects of its framework for pharmaceutical production have received different degrees of 

attention in existing literature, this attention has been mostly fragmentary and incomprehensive. 

This leaves unanswered the vital question of the viability of the entire EAC framework on 

pharmaceutical production. A succinct review of the leading scholarship on the various policies 

and instruments which constitute the EAC framework will lay bare this gap.  

Starting with the EAC Policy on TRIPS Flexibilities and the EAC PMP, while these policies 

have been discussed in existing works, two flaws are noticeable—either the discussion is 

limited to one policy or, where both policies are discussed, a cursory approach is adopted to 

the discussion. One earlier work which falls within the first category is an LLM dissertation 

authored by Wabwire.114 This dissertation focuses on the utilisation of the TRIPS flexibilities 

at a regional level, and reviews the EAC Policy on TRIPS Flexibilities.115 However, not only 

is Wabwire’s dissertation limited to a single policy, but also its conclusion significantly varies 

from the view espoused in this thesis. For instance, Wabwire concludes that the 

recommendations in the EAC Policy on TRIPS Flexibilities are too weak to promote research 

and development, innovations, and, ultimately, to encourage multinational pharmaceutical 

 
109 See East African Community Regional Intellectual Property Policy on the Utilisation of Public Health-Related 

WTO-TRIPS Flexibilities and the Approximation of National Intellectual Property Legislation (EAC Secretariat) 

2013. 
110 EAC PMP (n 1).  
111 See East African Community, African Medicines Regulatory Harmonisation Programme (AMRH): Launch of 

the East African Community Medicines Registration Harmonization (EAC MRH) Initiative Concept Note (EAC 

Secretariat) 2012. 
112 See The EAC Policy on Anti-Counterfeiting, Anti-Piracy and other IPR Violations (EAC Secretariat) 2010. 
113 East African Community Health Protocol on Public Health Related WTO-TRIPS Flexibilities (EAC Secretariat) 

2013. 
114 Joshua Wabwire, ‘Utilizing the WTO-TRIPS Flexibilities on Public Health at a Regional Level: A Critical 

Review of the East African Community Framework’ (LLM Dissertation, University of Pretoria, 2014).  
115 Ibid.   
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corporations to invest in the region. 116  On the contrary, this thesis contends that these 

recommendations are substantially reflective of the status of the EAC partner states and, save 

for few amendments, are suitable for encouraging investment in pharmaceutical production 

and, on the long run, for promoting access to medicines for the EAC populations.117  

Avafia and Ncube are two other prominent authors who have examined some of the EAC 

policies, even though neither of their works embarks on a comprehensive analysis of these 

policies.118 Avafia’s work, for example, is a PhD thesis which primarily focuses on the use of 

the TRIPS flexibilities and south-south cooperation in a broader regional setting: Eastern and 

Southern Africa.119 The author, therefore, only annotates the two EAC policies as examples of 

existing regional efforts.120 This same approach is embraced in Ncube’s IP Policy, Law and 

Administration in Africa, in which the author explores the state of continental and sub-regional 

cooperation in Africa—the EAC Policy on TRIPS Flexibilities is only referenced in a parochial 

context.121 Another work which falls under this category is an article written by Owoeye, 

Olatunji and Faturoti.122 Though the focus of the trio’s article is on access to medicines in the 

EAC, they are primarily concerned with the likely implications of the TRIPS-plus provisions 

contained in the now defunct Trans-Pacific Partnership on LMICs, including the EAC partner 

states.123   

The topical issue of pharmaceutical production within the national or regional setting has also 

witnessed significant deliberation in the literature, with most works citing the EAC framework 

as typifying national or regional instances. Some of the leading works in this regards include 

Berger et al (Strengthening Pharmaceutical Innovation in Africa);124 Chaudhuri, Mackintosh 

and Mujinja (local production in Africa, using Tanzania as a case study);125 Mackintosh et al 

 
116 Ibid, see also Olufemi Soyeju and Joshua Wabwire, ‘The WTO-TRIPS Flexibilities on Public Health: A 

Critical Appraisal of the East African Community Regional Framework’ (2018) 17 World Trade Review 145. 
117 See chapter seven, section 7.3. 
118 See Tenu Avafia, ‘Public Health Related TRIPS Flexibilities and South-South Cooperation as Enablers of 

Treatment Access in Eastern and Southern Africa: Perspectives from Producing and Importing Countries (PhD 

Thesis, Queen Mary University London, 2015); Caroline B Ncube, Intellectual Property Policy, Law and 

Administration in Africa: Exploring Continental and Sub-regional Co-operation (Routledge, 2015). 
119 Tenu Avafia (n 118).  
120 Ibid 198-201. 
121 Caroline B Ncube (n 118). 
122 Owoeye, Olatunji and Faturoti (n 11).  
123 Ibid.  
124  Berger et al, Strengthening Pharmaceutical Innovation in Africa: Designing Strategies for National 

Pharmaceutical Innovation: Choices for Decision Makers and Countries (Council on Health Research for 

Development (COHRED), New Partnership for Africa’s Development (NEPAD), 2009). 
125  Sudip Chaudhuri, Maureen Mackintosh and Phares GM Mujinja, ‘Indian Generics Producers, Access to 

Essential Medicines and Local Production in Africa: An Argument with Reference to Tanzania’ (2010) 22 

European Journal of Development Research 451. 
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(Making Medicines in Africa),126 and Mackintosh et al (Local Production of Pharmaceuticals 

and Health System Strengthening in Africa).127 Again, the various EAC policies directed at 

improving regional capacity for pharmaceutical production are not the main focus of any of 

these works.  

Furthermore, like the other EAC initiatives, the EAC MRH initiative has only been discussed 

as a standalone policy, and in some cases, within the larger context of harmonisation of drug 

regulatory framework in Africa. Mugwagwa, for instance, considers the issue of drug 

regulatory harmonisation within a larger African context and only cites the EAC initiative as 

an illustration.128 In its journal, Drug Information, the WHO also examines the EAC initiative 

within the broader framework of the African Medicines Regulatory Harmonisation, even 

though this particular work, unlike Mugwagwa’s analysis, devotes more space to discussing 

the EAC initiative. 129  Kamwanja, Saka and Abolade were commissioned by the New 

Partnership for Africa’s Development to produce a report on the state of implementation of the 

EAC initiative.130 The report which emanated from this, just like other earlier works, is very 

useful in understanding the current state of implementation of this initiative in the EAC, 

although it remains a limitation within the context of this thesis that the report only focuses on 

the EAC MRH initiative.131 An article by Dansie, Odoch and Ardal has a similar weakness, 

although it helps to shed more light, from a practical perspective, on the failings of the joint 

dossier evaluation and Good Manufacturing Practice inspection system introduced under the 

EAC MRH initiative.132 

The last set of literature relates to the EAC Policy on Anti-Counterfeiting. Many of the existing 

works in this area already probe into the relationship between an anti-counterfeiting regime 

and an access to medicines regime. Notable in this regard are remarkable scholarly works by 

 
126 Maureen Mackintosh et al (eds), Making Medicines in Africa: The Political Economy of Industrializing for 

Local Health (Making Medicines in Africa) (Palgrave Macmillan, 2016). 
127 Maureen Mackintosh et al, Local Production of Pharmaceuticals and Health System Strengthening in Africa: 

An Evidence Brief (Federal Ministry for Economic Cooperation and Development (BMZ), 2017). 
128 Julius Mugwagwa, ‘Innovating for Public Health: Towards Harmonized Medicines Regulatory Systems in 

Africa’ (2015) 14(3) International Journal of Technology Management & Sustainable Development 163. 
129 WHO, ‘WHO Support for Medicines Regulatory Harmonization in Africa: Focus on East African Community’ 

(2014) 28(1) WHO Drug Information 11. 
130 Leonard A Kamwanja et al, Situation analysis on Medicines Registration Harmonisation in Africa: Final 

Report for the East African Community (NEPAD, 2010). 
131 Ibid.  
132 Live Storehagen Dansie, Walter Denis Odoch and Christine Ardal, ‘Industrial Perceptions of Medicines 

Regulatory Harmonization in the East African Community’ (2019) 14(6) PLoS One e0218617. 
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von Braun and Munyi (emergence of anti-counterfeiting legislation in East Africa),133 Andanda 

(striking a balance between anti-counterfeiting provisions and public health),134 and Musungu 

(discussion paper on the potential impact of the EAC policy and proposed Bill on access to 

medicines).135 A paper by the United Nations Conference on Trade and Development and 

United Nations Industrial Development Organisation also interrogates the implications that the 

proposed EAC anti-counterfeiting measures and the already in-force Kenyan anti-

counterfeiting law may have on generic producers.136 Finally, Maleche and Day raise a similar 

question within the narrowed context of the 2008 Kenyan Anti-Counterfeit Act.137 However, 

two major gaps identified in this area are: none of the existing works discusses this issue within 

the holistic context of other EAC policies on pharmaceutical production; and none has the 

opportunity of analysing the potential effects which the recordation system, recently introduced 

into the Kenyan anti-counterfeiting law, may have on access to medicines.138  

Notwithstanding the above piecemeal approach to discussing the various aspects of the EAC 

framework, it is acknowledged that the above literature and many others have provided an 

impressive groundwork for the current discourse. The current research is, nonetheless, original 

and distinct from what has already been done vis-à-vis the EAC policies and pharmaceutical 

production. For instance, unlike other studies, this thesis adopts a holistic approach by 

examining and evaluating, not only the EAC Policy on TRIPS Flexibilities, but also other 

equally important policies such as the EAC PMP, the EAC MRH initiative, and the EAC Policy 

on Anti-counterfeiting.  

In addition to an elaborate discussion of each of these policies, the thesis also explores the 

extent to which there is coherence in policy and law-making on this subject, as well as the 

extent to which these policies have been or are being coherently implemented. Regarding the 

 
133 Johanna von Braun and Peter Munyi, ‘New Enforcement Mechanisms Challenge the Legality of Generics in 

the Name of Public Health: The Emergence of Anti-Counterfeiting Legislation in East Africa’ (2010) 18(2) 

African Journal of International and Comparative Law 238. 
134 See also Pamela Andanda, ‘Striking a Balance between Protecting Trademarks and Public Health Interests in 

Combating Trade in Counterfeit Medicines: Lessons from Kenya and South Africa’ (2016) 60(2) Journal of 

African Law 312.  
135 SF Musungu, The Potential Impact of the Proposed East African Community (EAC) Anti-counterfeiting Policy 

and Bill on Access to Essential Medicines” (Discussion Paper, United Nations Development Program, March 

2010).  
136  United Nations Conference on Trade and Development and United Nations Industrial Development 

Organisation, ‘TRIPS Flexibilities and Anti-Counterfeit Legislation in Kenya and the East African Community: 

Implications for Generic Producers’ (Discussion Paper, UNCTAD and UNIDO, 2016). 
137 Allan Maleche and Emma Day, ‘Right to Health Encompasses Right to Access Essential Generic Medicines: 

Challenging the 2008 Anti-Counterfeit Act in Kenya’ (2014) 16(2) Health and Human Rights Journal 96.  
138 See Anti-Counterfeit Act (Kenya) No 13 of 2008, ss 32(j) and 34B.  
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intersection between anti-counterfeiting measures and access to medicines, this research goes 

a step further than existing works on two grounds: first, it considers the implications of the 

recently introduced recordation system under the Kenya Anti-Counterfeit Act for importation 

of generic drugs, and, second, it offers an alternative approach which will be more amenable 

to an access to medicines regime based on the use of the TRIPS flexibilities. It is hoped, 

therefore, that this thesis will offer useful insights to other African regional economic 

communities.         

1.4 RESEARCH OBJECTIVES  

Using the EAC as a working paradigm, this thesis examines the suitability of a regional 

approach to implementing the TRIPS flexibilities for promoting pharmaceutical production 

capacity. It particularly considers the effect that adopting a holistic approach—a concurrent 

implementation of the TRIPS flexibilities with other related policy initiatives—may have on 

the ultimate goal of enhancing pharmaceutical production capacity. As a way of achieving this 

central objective, the thesis will pursue the following secondary objectives: 

• examine the implication of the international patent regime for access to medicines 

decisions in the EAC (see chapter two); 

• critically analyse the EAC recommended approach for implementing the TRIPS 

flexibilities (see chapter three); 

• investigate the extent to which partner states’ implementation of the TRIPS 

flexibilities reflect regional recommendations (see chapter four); 

• outline and critique the salient propositions of the EAC Regional Pharmaceutical 

Manufacturing Plan of Action (see chapter five); and 

• discuss the prevailing TRIPS-plus anti-counterfeiting regime in the region and 

suggest how this regime may be reconciled with the regional goal of using the TRIPS 

flexibilities to enhance pharmaceutical manufacturing capacity (see chapter six). 

1.5 WHAT ARE THE QUESTIONS? 

The overarching question that the thesis considers is whether a regional approach to 

implementing the TRIPS flexibilities is apposite for facilitating pharmaceutical production 

capacity in a region like the EAC. To further demarcate the scope of this thesis, the following 

specific research questions are raised and addressed: 
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• what implication, if any, does the current globalised regime for pharmaceutical patents 

have for access to medicines decisions in the EAC (see chapter two)? 

• to what extent does the EAC Policy on TRIPS Flexibilities reflect international best 

practices? And, in its current form, is the EAC Policy on TRIPS Flexibilities effective, 

or is there need for improvement (see chapter three)? 

• to what extent do the patent laws of EAC partner states comply with the 

recommendations in the EAC Policy on TRIPS Flexibilities (see chapter four)? 

• has the EAC Regional Pharmaceutical Manufacturing Plan of Action adopted a holistic 

approach to improving pharmaceutical production capacity? If yes, are the 

recommendations proffered by the policy being effectively implemented (see chapter 

five)? 

• what is the current landscape for anti-counterfeiting laws and policy in the EAC? Are 

the current EAC regime on anti-counterfeiting and the EAC regime on access to 

medicines reconcilable? If yes, how (see chapter six)?     

1.6 LAYING OUT THE RESEARCH METHODOLOGY 

Also referred to as research design or research method,139 research methodology describes the 

‘plan, structure and strategy of investigation so conceived as to obtain answers to research 

questions or problems.’140 It serves dual purposes: gives an insight into how a researcher 

intends to answer their research questions, and provides justification for the eventually selected 

method(s).141 The two types of research methodology often used are the quantitative and 

qualitative research methods.142 The main feature of the former is that it is more ‘specific, well 

structured, have been tested for … validity and reliability’, thus, making it possible for the 

research findings to be replicated/generalised and retested by any subsequent researcher who 

follows the steps outlined in the research.143 Because of this degree of objectivity, quantitative 

research method is often used for research in the sciences and social sciences. 

Qualitative methodology, on the other hand, is adopted where the goal of a research is ‘to 

understand, explain, explore, discover and clarify situations, feelings, perceptions, attitudes, 

 
139 See Dawn Watkins and Mandy Burton, ‘Introduction’ in Dawn Watkins and Mandy Burton (eds), Research 

Methods in Law (Routledge Taylor & Francis Group, 2nd ed, 2018)1–2.  
140 Ranjit Kumar, Research Methodology: A Step-by-Step Guide for Beginners (SAGE Publications Ltd, 3rd ed, 

2011) 138. 
141 Ibid.  
142 Ibid 150. 
143 Ibid.  
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values, beliefs and experiences of a group of people.’ 144  Ravitch and Carl note that this 

methodology is particularly instrumental if the end goal of a research is to understand ‘the ways 

that people see, view, approach, and experience the world and make meaning of their 

experiences’. 145  Unlike quantitative methodology which hallmarks are objectivity and 

researcher neutrality, qualitative research method is subjective, non-replicable, and makes 

room for researcher’s bias in the course of gathering and analysing data.146 This flexible and 

contextualised approach to data-gathering in qualitative research method is one of the grounds 

on which it has been criticised as ‘not objective’ and its findings ‘assessed as biased by the 

researcher’s own experiences or opinions.’147 These criticisms notwithstanding, it has been 

recognised that the two methodologies intend to achieve different purposes and that they may 

be used simultaneously in deserving cases.148 Putting this succinctly, Kumar explains: 

Study designs in each paradigm are appropriate for finding different things. Study designs in qualitative 

research are more appropriate for exploring the variation and diversity in any aspect of social life, 

whereas in quantitative research they are more suited to finding out the extent of this variation and 

diversity…149     

Against the foregoing theoretical background, and considering the fact that the current research 

involves an examination of existing laws and policies as they relate to the EAC populations (a 

social phenomenon), the qualitative research methodology will be adopted in this research to 

answer the thesis’s research questions. However, it is worth noting that qualitative research 

design has many variants, including case study, oral history, focus groups or interviews, 

participant observations, holistic research, and community discussion forum.150 Added to this 

list is doctrinal method often used in legal research and which, as Hutchinson and Duncan 

rightly observe, is more aligned to qualitative than quantitative research methodology.151 

Hence, this thesis will employ three variants of qualitative research methodology, namely: case 

study; doctrinal; and interviews. Each of these methods is further explained in the subsections 

 
144 Kumar (n 140) 150; see also Sharon M Ravitch and Nicole Mittenfelner Carl, Qualitative Research: Bridging 

the Conceptual, Theoretical, and Methodological (SAGE Publications, 2016) 36. 
145 Ravitch and Carl (n 144) 40. 
146 Kumar (n 140) 151; Ravitch and Carl (n 144) 40. 
147 See, for instance, K Hammerberg, M Kirkman and S de Lacey, ‘Invited Commentary: Qualitative Research 

Methods: When to Use them and How to Judge them’ (2016) 31(3) Human Reproduction 498, 498; see also 

Kumar (n 140) 151. 
148 Kumar (n 140) 151. 
149 Ibid.  
150 Ibid, see also Ravitch and Carl (n 144) 41.  
151 Terry Hutchinson and Nigel Duncan, ‘Defining and Describing What We Do: Doctrinal Legal Research’ (2012) 

17 Deakin Law Review 83, 116. 
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that follow, with particular emphasis on how each method contributes towards answering the 

thesis’s research questions. 

1.6.1 Case study method 

According to Kumar, the case study method is appropriate for studying a group, a community, 

a sub-group of population, a town, or a city, provided that the total population being studied is 

treated as one entity.152 The benefit derivable from using this method is that, by studying a 

selected case, the original as well as subsequent researchers could gain insight into ‘the events 

and situations prevalent in [the] group from where the case has been drawn’.153 Findings and 

recommendations from a studied case can then be adapted to subsequent studies with similar 

characteristics.  

Given the focus of this thesis is the EAC, a case study method will help to answer the 

overarching research question regarding the effectiveness of a regional approach to enhancing 

pharmaceutical production capacity using the TRIPS flexibilities. The EAC arrangement fits 

particularly well into a case study design plan one because: (1) the region is made up of six 

partner states, and (2) it represents one of the eight regional economic communities in Africa.154 

It is anticipated that other African regional economic communities may benefit from the 

findings in respect of this overarching question. Lastly, this method is preferred because of the 

ease with which it can be combined with other methods such as interviewing and obtaining 

information from secondary sources, both of which are also used in this research.155    

1.6.2 Doctrinal method 

The word ‘doctrine’ from which doctrinal method is derived, is defined as ‘…a synthesis of 

various rules, principles, norms, interpretive guidelines and values … [which] explains, makes 

coherent or justifies a segment of the law as part of a larger system of law…’156 With the focus 

of legal research on comprehending the various aspects of the making, construction, and 

application of legal doctrines, it becomes imperative that a bespoke methodology be developed 

for use in legal research; hence, the emergence of the doctrinal research method. To adopt the 

definition proffered by the Pearce Committee, doctrinal research ‘provides a systematic 

 
152 Kumar (n 140) 178. 
153 Ibid.  
154 See United Nations Office of the Special Adviser on Africa, ‘The Regional Economic Communities (RECs) 

of the African Union’ <un.org/en/Africa/osaa/peace/recs.shtml>.       
155 See Kumar (n 140) 179.  
156 See Trischa Mann (ed), Australian Law Dictionary (online version) (Oxford University Press, 3rd ed, 2017).  
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exposition of the rules governing a particular legal category, analyses the relationship between 

rules, explains areas of difficulty and, perhaps, predicts future developments.’157 Hutchinson 

and Duncan sum up the definition of doctrinal method into a two-part process, with the first 

part concerned with ‘locating the sources of the law’, and the second part with ‘interpreting 

and analysing the text’ of the law.158 This two-part process is pertinent to explaining how 

doctrinal method is relevant to, and has been used in this thesis. 

For the first part, the thesis identifies primary source materials which will be relevant to 

answering its overall research question. These materials include: 

• The EAC Treaty 1999 

• The EAC Policy on TRIPS Flexibilities 2013 

• The EAC Protocol on TRIPS Flexibilities 2013 

• The EAC Regional Pharmaceutical Manufacturing Plan of Action 2012-2016 

• The EAC Medicines Regulatory Harmonisation Initiative 2012 

• The EAC Policy on Anti-Counterfeiting 2009 

• The draft EAC Anti-Counterfeiting Bill 2010 

• The EAC Competition (Amendment) Bill 2015 

• The Agreement for the Trade-Related Aspects of Intellectual Property Rights 1994 

• The Paris Convention for the Protection of Industrial Property 1883 

• The General Agreement on Tariffs and Trade 1994 

• IP laws of partner states: the Industrial Property Act 2014 (Uganda), Industrial 

Property Act 2008 (Zanzibar), the Protection of Intellectual Property  Law 2009 

(Rwanda), Law Relating to Industrial Property Law 2009 (Burundi), the Industrial 

Property Act 2001 (Kenya), the Patents (Registration) Act 1995 (Tanzania-Mainland), 

Anti-Counterfeit Act 2008 (Kenya), and Merchandise Mark Regulations 2008 

(Tanzania). 

In keeping with the second part of Hutchinson and Duncan’s process, not only are attempts 

made throughout the thesis to construe these materials, but also, and more importantly, their 

core provisions are subjected to critical content analysis. To accomplish this latter part, 

 
157 Dennis Pearce, Enid Campbell and Don Harding, Australian Law Schools: A Discipline Assessment for the 

Commonwealth Tertiary Education Commission (Australian Government Publishing Service, 1987) cited in 

Hutchinson and Duncan (n 151) 101. 
158 Hutchinson and Duncan (n 151) 110.  
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substantial reliance is placed on existing secondary source materials such as books, book 

chapters, journal articles, commissioned reports, discussion papers, and published 

theses/dissertations. The secondary source materials provide an important foundation upon 

which the understanding of the primary source materials is built. Beyond this, using secondary 

source materials to interpret and analyse primary source materials also helps to clearly 

demarcate the current state of intelligence in the research area.  

Eventually, owing to the adoption of this method, it becomes easy to distinguish between what 

is already known (in the literature) and what the present research offers to contribute to 

knowledge. This approach is visible throughout the thesis. For instance, in chapter two, the 

existing scholarship (primary and secondary sources) on the origin of, as well as on what 

constitutes the current globalised pharmaceutical patent regime is appraised in order to answer 

the first research question relating to the implications which this regime may portend for access 

to medicines decisions in the EAC. The same approach is employed in chapters three and four, 

which both rely heavily on existing works on TRIPS (including flexibilities) to evaluate the 

EAC Policy on TRIPS Flexibilities and national responses among partner states. Consequently, 

the doctrinal method is instrumental to answering this thesis’s research questions two and three.  

Though not directly useful for answering research question four, the doctrinal method provides 

a veritable tool for understanding and applying existing literature on the suitability and viability 

of local pharmaceutical production in LMICs like the EAC partner states. Finally, the 

discussion in chapter six, where research question five comes up for consideration, also relies 

on the doctrinal method to make sense of the EAC Policy on Anti-Counterfeiting. That chapter 

construes the EAC anti-counterfeiting laws (primary source materials) and policy using 

secondary source materials mainly from the European Union. This approach helps to shed light 

on the potential effects that TRIPS-plus anti-counterfeiting measures may have on access to 

generic medical products. This does not only provide an insight into the pros and cons of anti-

counterfeiting laws and practices, but it also helps to answer the research question to which the 

chapter is devoted.           

1.6.3 Interviewing method  

Interviewing, another subset of qualitative research methodology, has been justified on the 

ground that it provides a useful avenue for gaining ‘insight into educational and other important 

social issues through understanding the experience of the individuals [in some cases, 
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organisations] whose lives reflect those issues.’ 159  This method is recognised as being 

particularly handy where the aim of a research is to understand, within a given context, the 

‘lived experience’ of selected subjects, whose understanding cannot be otherwise obtained.160  

In the current research, the suitability of interviews as a complementary method is borne out 

of the need to understand the viewpoints of selected EAC stakeholders (the expected 

beneficiaries of some of the EAC policies) on the implementation and viability of the regional 

policies (especially the EAC PMP) relating to their industry and agencies. This approach is 

further warranted by the fact that, unlike other EAC policies which have been discussed and 

scrutinised in the literature, the details as well as the extent of implementation of the EAC PMP 

have not received much attention in the literature. Thus, it is necessary that the thesis adopts 

this method to understand the ‘lived experience’ of the selected stakeholders from the 

pharmaceutical industry. 

It was in furtherance of the foregoing that stakeholders who are instrumental to the 

implementation of the EAC PMP were selected and interviewed across partner states. Even 

though there are six partner states, the selection and interview of stakeholders only took place 

in four partner states—Kenya, Uganda, Rwanda, and Tanzania. This leaves out Burundi and 

South Sudan. Burundi was excluded because of the political instability plaguing the country as 

at the time of interviews. As for South Sudan, exclusion became necessary because the country 

was still in its infancy, having just become independent in 2011.161 Relatedly, South Sudan 

only joined the EAC in 2016, and is currently in the process of acceding to the WTO, unlike 

other partner states all of which are already WTO members. 162  Moreover, despite its 

independent status, ethnic violence and political instability have remained rife in the country, 

making it a no-go zone for researchers. The practical implication of this is that even the relevant 

institutions from which interviewees could have been drawn were (and are still) under 

development. 

In 2017, the researcher prepared and submitted a minimal risk ethics approval application to 

the Tasmania Social Sciences Human Research Ethics Committee and received the 

 
159 Irving Seidman, Interviewing as Qualitative Research: A Guide for Researchers in Education and the Social 

Sciences (Teachers College Press, 3rd ed, 2006) 14. 
160 Ibid 9–10.   
161 See ‘South Sudan becomes an Independent Nation’, British Broadcasting Corporation (online, 9 July 2011). 
162 See EAC, ‘Republic of South Sudan’ <eac.int/eac-partner-states/south-sudan>; see also ‘South Sudan Kicks 

Off WTO Membership Negotiations’ World Trade Organisation (online, 21 March 2019).  
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Committee’s approval in January 2018. 163  The ethics approval application spelt out the 

configuration of the stakeholders which had been selected for interviews in Kenya, Uganda, 

Tanzania, and Rwanda and outlined the proposed interview themes.164 The application also 

included an introductory letter (which introduced the researcher), an information sheet (which 

provided detailed information about the research, including notifying participants of their right 

to stay de-identified) and a consent form.165 Upon approval, these three documents were sent 

to each participant/interviewee. The interview format was semi-structured, giving participants 

the opportunity to voice their opinions and the researcher the opportunity to ask follow-up 

questions as may be necessary. With interviewees’ express permissions, each interview session 

was audiotaped (in one case where interviewee objected to audio recording, handwritten), and 

all recorded sessions were later transcribed for use in this thesis. All interviewees also gave 

consent to being identified (through company or agency affiliation) in this thesis. 

As for the configuration of interviewees, this cuts across pharmaceutical firms, patent offices, 

procurement agencies, national medicines regulatory authorities (NMRAs), and associations 

of pharmaceutical manufacturers. Figure 1.3 below provides a graphical representation of the 

number of interviewees drawn from each category.  

As Figure 1.3 indicates, six interviewees were selected from six pharmaceutical firms, with 

two each from Kenya, Uganda, and Tanzania. No selection was made from Rwanda because 

the partner state had no pharmaceutical firm as at the time of conducting the interviews. 

Questions posed to this group of interviewees included: level of awareness of TRIPS 

flexibilities, including two EAC policies—the EAC Policy on TRIPS Flexibilities and the EAC 

PMP; whether they had used or were planning to use TRIPS flexibilities; the scope of their 

production capacity; what incentives they received from the government; and the extent to 

which they were carried along in the making and implementation of these regional policies.166 

To understand the role that access to medicines considerations played in the patent grant 

process across partner states, one interviewee each was selected from the Kenya Industrial 

Property Institute, the IP Section of the Uganda Registration Services Bureau, the IP Unit of 

Tanzania Business Registrations and Licensing Agency, and the Rwanda IP Office.167 

 
163 Copy on file with the researcher dated 19 January 2018. 
164 Ibid. 
165 Ibid.  
166 Details of questions on file with researcher.  
167 Ibid.  
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Figure 1.3: Spread of selected interviewees 

As further indicated in Figure 1.3, four interviewees, with one each from each partner state, 

were selected from the agencies responsible for drug procurement—Kenya Medical Supplies 

Authority, Uganda National Medical Stores, Tanzania Medical Stores Department, and 

Rwanda Medical Procurement and Production Division. With optimal use of the TRIPS 

flexibilities as one of the six pillars of the EAC PMP, and with pooled procurement as a possible 

option under TRIPS, these interviewees were asked whether pooled procurement was currently 

in use in the region and, if not, whether there was a future plan to invoke it.168 Similarly, since 

another pillar of the EAC PMP identifies incentive packages to local pharmaceutical firms as 

one of the ways to boost regional pharmaceutical capacity, these representatives were 

questioned about the composition of the current preferential pricing that local pharmaceutical 

firms benefitted from.169 

 
168 Ibid.  
169 Ibid.  
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The EAC PMP also cites effective implementation of the EAC MRH initiative as pivotal to its 

success; as such, three representatives from the three NMRAs in the region were selected for 

interviews—the Pharmacy and Poison Board in Kenya, National Drugs Authority in Uganda, 

and Tanzania Food and Drugs Authority. Ultimately, however, only the representatives of 

NMRAs in Kenya and Uganda agreed to be interviewed, while the Tanzania NMRA turned 

down the request for interview. No interview was conducted regarding this issue in Rwanda 

because Rwanda, as at the time of interview, had no autonomous NMRA. Other relevant 

stakeholders interviewed were the Chairman of the Federation of Kenyan Pharmaceutical 

Manufacturers Association (located in Nairobi, Kenya), and the Chairman of the Federation of 

East African Pharmaceutical Manufacturers (based in Kampala, Uganda). These interviewees, 

among others, shed more light on the degree to which the EAC and governments of partner 

states involved the pharmaceutical industry in the decision-making process for increasing 

pharmaceutical production capacity in the region.170    

Given the dearth of existing literature reviewing the EAC PMP (as indicated above), the use of 

interviewing method, especially to answer research question four, becomes inevitable. This 

explains why the bulk of the data procured through interviews is discussed and analysed 

primarily in chapter five of the thesis. Additionally, the interviewing method also serves a 

complementary purpose, as it provides a mechanism for assessing the degree to which the EAC 

Policy on TRIPS Flexibilities has been implemented.          

1.7 OUTLINING THE STRUCTURE OF THE THESIS   

As can be gleaned from Figure 1.4 below, the thesis is structured into seven chapters, with this 

chapter addressing foundational matters including: background into the state of access to 

medicines in the EAC and globally; research objectives; research questions; and an explication 

of the ‘how’ of answering the research questions. More importantly, this chapter provides a 

window through which the composition of the EAC as well as the justification for its selection 

for this study are understood. Finally, the chapter, as concisely as possible, reviews existing 

literature covering various aspect of the EAC pharmaceutical production framework, with a 

view to revealing the gap which exists in the research area.  

In chapter two, the thesis examines the potential implications of the current globalised 

pharmaceutical patent regime for access to medicines decisions in the EAC. In an attempt to 

 
170 Ibid.  
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determine these potential implications, chapter two embarks on a historical expedition, 

beginning with a consideration of patent protection for pharmaceuticals when national laws 

solely held sway, and later proceeding to reflect on how this approach changed under the 

subsequently emerged international system of protection. Concerning the international system, 

chapter two identifies the Paris Convention as a convenient start. It traces how the emergence 

of TRIPS was a consequence of the failure of Union members to agree on the trajectory of 

further amendments to the Paris Convention.  

 

 

 

 

 

 

 

 

 

Figure 1.4: The structure of the thesis 

The essential obligations under TRIPS, including the mandatory obligation to offer patent 

protection to pharmaceutical products and processes are discussed. Equally examined are the 

so-called TRIPS flexibilities which are supposedly included to ameliorate any potential 

debilitating effects which the TRIPS regime may have for access to medicines. The chapter 

next turns to a consideration of a post-TRIPS practice which sees WTO members conclude free 

trade agreements (FTAs) renowned for their so-called TRIPS-plus IP chapters. The purpose of 

this consideration is to examine the effect that this post-TRIPS practice may have on the ability 

of WTO members to use the TRIPS flexibilities. This part of chapter two particularly draws 

attention to how TRIPS most-favoured nation (MFN) principle may be used to externalise 

TRIPS-plus obligations under FTAs to WTO members which are non-parties to these FTAs. 

The General Agreement on Tariffs and Trade (GATT) MFN principle, which prohibits 
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discriminatory trade tariffs and customs duties among WTO members, is also summarily 

considered and distinguished from the TRIPS MFN principle. After drawing attention to how 

these two versions of MFN principle may be used by developed countries to approbate and 

reprobate at the same time, the thesis contends that a dexterous combined use of the two 

versions may offer a pathway to the emergence of a future multilateral IP treaty with TRIPS-

plus obligations. Chapter two concludes by enumerating and explaining four potential 

implications which the current regime may have for access to medicines decisions in the EAC. 

Chapters three and four evaluate the EAC Policy and Protocol on TRIPS Flexibilities. In 

chapter three, the regional recommendations for construing collated TRIPS flexible obligations 

(or flexibilities as they are popularly referred to) are subject to scrutiny. These obligations 

include transition period, patentability criteria, exclusion from patentability, research exception, 

Bolar exception (otherwise known as experimental exception limited to obtaining regulatory 

approval), test data protection, disclosure requirement, opposition procedure, parallel 

importation, and compulsory licensing. The main goal of this analysis is to ascertain the extent 

to which the EAC approach is effective and suitable to its local circumstances. To realise this 

goal, chapter three adopts a comparative approach which analyses the EAC recommendations 

on flexibilities and compares them to constructions perceived among the international 

community as common practices. Using this approach, chapter three is able to distinguish 

between recommendations which are well-suited to the regional circumstances, and those 

which are ill-suited and, therefore, require further revision. 

Chapter four also focuses on the TRIPS flexibilities in the EAC, but within the confines of 

examining the responses of partner states to the regional recommendations critiqued in chapter 

three. Using largely similar sub-headings as chapter three, chapter four analyses the actual 

implementation of each flexibility by partner states and examines how national responses 

compare against the regional recommendations. With the help of tables, this chapter provides 

a bird’s eye comparative view of national responses. This, thus, makes it easier to isolate and 

address different areas of legislative divergence.    

The EAC PMP is at the core of discussion in chapter five. In order to understand the EAC 

rationale for preferring local production over importation, this chapter begins with a synthesis 

of existing literature which supports the idea of pharmaceutical production in LMICs including 

the EAC partner states. This section, nonetheless, recognises that there are equally genuine 

criticisms against pharmaceutical production in LMICs. The chapter then proceeds to evaluate 
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the EAC PMP holistically, outlining its salient proposals and examining the extent to which 

these proposals have been or are being implemented. To ensure a thorough analysis, four 

themes are drawn from the EAC PMP six pillars-plan, namely: harmonisation of drug 

regulation; leveraging TRIPS flexibilities; incentive packages and policy coherence; and 

boosting innovation and R&D.  

Using each of these themes, chapter five is able to establish the extent to which related EAC 

policy initiatives such as the EAC MRH initiative, the EAC Policy on TRIPS Flexibilities and 

the EAC Model on Incentive Packages have been or are being implemented. This chapter lays 

bare the apparent incoherence in the responses of the EAC partner states to several of the 

regional recommendations. To buttress this submission, examples are drawn from the chaotic 

implementation of the TRIPS flexibilities among partner states as well as the divergent 

responses to other regional policies already considered in the thesis. Relying heavily on the 

data generated during interviews with stakeholders, chapter five illustrates how policy 

incoherence and failure to follow holistic approach to implementation are the main banes of 

the EAC framework on pharmaceutical production. 

It is not in doubt that substandard medical products are inimical to the health of the EAC 

populations. This informs the decision to examine the state of anti-counterfeiting laws and 

policy in the EAC in chapter six. This quest leads to an in-depth critique of the EAC Policy on 

Anti-Counterfeiting, the EAC Competition (Amendment) Bill, the Tanzania Merchandise 

Marks Regulations, and the Kenya Anti-Counterfeit Act. This analysis involves identifying the 

controversial provisions of the EAC anti-counterfeiting regime and examining how these 

provisions could implicate access to medicines in the region. The controversial provisions 

identified in chapter six include an overly broad definition of ‘counterfeiting’, border measures 

which include in-transit provision, and a recordation system (newly introduced in Kenya). The 

chapter then explores how these provisions may implicate pharmaceutical production and 

access to medicines in the region. Chapter six concludes by proposing an alternative approach 

which balances the need to protect IP rights with the equally important need to reduce or 

eliminate the circulation of substandard medical products in the EAC market.        

In chapter seven, the crucial findings underlining the entire discussion in the thesis are 

identified and revisited under the following themes: 

• the role of TRIPS and GATT MFN principles in ratcheting up IP obligations under (or 

outside) TRIPS;  
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• the implications of the TRIPS regime for access to medicines decisions in the EAC;  

• the availability of enough policy space under TRIPS;  

• the need for the EAC Policy on TRIPS Flexibilities to improve in certain areas;  

• the disjointed national responses to the EAC Policy on TRIPS Flexibilities;  

• the increasing international support for the idea of pharmaceutical production in LMICs 

including the EAC; 

• the problematic state of implementation of the EAC PMP; and 

• the fact that the EAC anti-counterfeiting regime will harm access to medicines. 

In conclusion, chapter seven proffers five recommendations which majorly focus on fostering 

attitudinal changes as well as addressing specific shortcomings found in the two main 

policies— the EAC Policy on TRIPS Flexibilities and the EAC PMP—discussed in the thesis. 

Specifically, to effectively ward off or limit external influences on regional decision-making 

and strengthen the EAC framework, the thesis identifies political will toward national 

implementation, maximum use of the policy space under TRIPS, and coherent implementation 

of regional directives by partner states as three important areas where attitudinal changes are 

urgently required. 
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Chapter 2:  Implications of a Globalised Pharmaceutical Patent Regime for 

Access To Medicines Decisions in the East African Community 

2.1 INTRODUCTION 

Patent protection for pharmaceuticals is fundamental to the access to medicines discourse 

because it determines whether and when a patented subject matter in pharmaceuticals may be 

lawfully copied. Patent protection may be conferred on a pharmaceutical product or the process 

for making the product.1 Where the former is the case, any form of copying of the patented 

product is prohibited for as long as the patent term subsists (usually 20 years); whereas in the 

latter case, only the use of the protected process is prohibited.2 The implication of this is that, 

even though, like product patents, a process patent also confers exclusivity for a limited period, 

it arguably poses less threat to access to medicines than product patents. This is because, unlike 

product patents, a process patent does not preclude others from copying the medical product 

itself as long as the patented process is not used in the imitation.3  

Apart from national laws, the first multilateral agreement on industrial property rights,4 the 

Paris Convention for the Protection of Industrial Property (hereafter the Paris Convention)5 

also recognised the importance of balancing any protection of private rights, which intellectual 

property (IP) rights represent, with the interests of the public which may arise from time to 

time. Thus, the Paris Convention handed its members a broad policy space consisted in their 

ability to singlehandedly decide the crucial issue of what industrial property rights should 

benefit from protection and for how long.6 Applied to patent protection, this approach meant 

that members could implement their patent obligations in different ways, namely: offering 

protection to pharmaceutical products and processes; offering protection to pharmaceutical 

processes only; or not offering protection at all.  

 
1 See WHO, ‘Access to Medicines: Intellectual Property Protection: Impact on Public Health’, (2005) 19(3) WHO 

Drug Information 236, 238. 
2 Ibid. 
3 Ibid. 
4 Distinction is often drawn between ‘industrial property’ and ‘intellectual property’. Although, both reward 

creators for their intellectual creations, industrial property applies to creations which are useful within the industry 

– covering patents, trade marks, industrial designs and geographical indications; while intellectual property is a 

broader concept that covers, in addition to industrial property, copyrights and related rights: see for instance World 

Intellectual Property Organization (WIPO), What is Intellectual Property? (WIPO Publication No 450(E)). 
5 (As last revised at the Stockholm Revision Conference), signed 20 March 1883, 828 UNTS 305 (entered into 

force 7 July 1884). 
6 This is made possible by the national treatment principle: see Paris Convention (n 5) arts 2 and 3.  
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In 1994, another multilateral IP treaty emerged and entered into force in 1995: the World Trade 

Organisation’s (WTO) Trade-Related Aspects of Intellectual Property Rights Agreement 

(hereafter TRIPS).7 Unlike the entirely discretionary approach to IP protection under national 

laws and the Paris Convention, TRIPS, for the first time, established mandatory minimum 

substantive obligations for IP rights which members could not opt-out from.8  Of particular 

importance to the current discourse is TRIPS’s obligation relating to patents: patents must now 

be made available to inventions in all fields of technology and regardless of whether such 

inventions relate to products or processes.9 This means countries which are signatories to 

TRIPS can no longer choose not to offer patent protection to pharmaceutical products. It also 

implies that it will be infringing to copy patented drugs using alternative unpatented processes. 

Post-TRIPS, the mandatory obligation to extend patent protection to both pharmaceutical 

products and processes has found its way into the IP chapters of free trade agreements (FTAs) 

which are now being used to impose IP obligations higher than those stipulated under TRIPS—

TRIPS-plus as they are called.10  

This chapter examines the current globalised regime for pharmaceutical production with a view 

to ascertaining how the regime may implicate access to medicines decisions in the East African 

Community (EAC). Following this introduction, the second section traces the origin of the 

current pharmaceutical patent regime, beginning with a consideration of the national approach, 

followed by the approach under the Paris Convention. The section further examines the 

convoluted process which resulted in the conclusion of TRIPS in 1994; TRIPS obligations on 

pharmaceutical patents; and the TRIPS flexibilities which are supposedly intended to attenuate 

potential detrimental effects that the TRIPS regime may have for access to medicines. The third 

section discusses a post-TRIPS development: the use of FTAs to incorporate and normalise 

TRIPS-plus obligations among some WTO members. This section explains the common 

TRIPS-plus obligations and consider the probable effects which these obligations may have for 

other WTO (non-FTA) members. In the fourth section, the chapter answers the question of how 

this global regime may affect access to medicines decisions in the EAC. In the fifth section, 

 
7 Marrakesh Agreement Establishing the World Trade Organisation, opened for signature 15 April 1994, 1869 

UNTS 299 (entered into force 1 January 1995) annex 1C (Agreement on Trade-Related Aspects of Intellectual 

Property Rights). 
8 Ibid.  
9 Ibid art 27(1).  
10 See section 2.3 below. 
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the main themes of the chapter are summarised, while ideas are suggested for discussion in 

subsequent chapters. 

2.2 EVOLUTION OF THE CURRENT PHARMACEUTICAL PATENT REGIME 

The current international protection regime for pharmaceutical patents is embodied in TRIPS, 

even though its evolution dated back to national laws and the Paris Convention.11 This regime 

is a pointer to the willingness of many national governments to surrender part of their sovereign 

powers in an attempt to join bilateral, plurilateral or multilateral (IP) treaties. This section is 

devoted to understanding the evolution of this globalised regime (for which TRIPS is currently 

the final stop). The first subsection considers the approach to the protection of pharmaceutical 

patents under national laws. This is followed by a consideration of the approach under the Paris 

Convention—an international agreement which was (still is) managed by the World Intellectual 

Property Organisation (hereafter WIPO).12 The last subsection then discusses the emergence 

of TRIPS, following an intriguing round of negotiations which took place at the Uruguay 

Round, one of the trade rounds organised by the General Agreement on Tariffs and Trade 

(hereafter GATT).13 

2.2.1 Pharmaceutical patent under national laws 

Despite the fact that some national laws offered limited IP protections prior to the advent of 

the international protection system, protections at this time were not as broad as they are today, 

nor were terms like ‘patent’, ‘design’, and ‘copyright’ used in today’s technical senses. The 

United Kingdom (UK), the Republic of Venice, the United States of America (US) and France 

provided some examples. In the UK, historians recorded that King Henry VI granted the first 

patent (using the word ‘patent’ in a loose sense) to John of Utynam in 1449 in recognition of 

his stained glass manufacturing.14 Considering that the King was the sole authority for patent 

grant, this power was often abused and exercised to favour cronies. 15  The Statute of 

 
11 See sections 2.2.1 and 2.2.2 below. 
12 See <wipo.int/about-wipo/en/>. 
13  See World Trade Organisation, ‘Understanding the WTO: Basics: The Uruguay Round’ 

<wto.org/English/thewto_e/whatis_e/tif_e/fact5_e.htm>.  
14 K W Dobyns, The Patent Office Pony: A History of Early Patent Office (Sergeant Kirkland’s Museum and 

Historical Society, Inc., 1994) cited in Albert Wertheimer and Thomas Santella, ‘The History and Economics of 

Pharmaceutical Patents’ in Irina Farquhar, Kent Summers and Alan L Sorkin (eds), The Value of Innovation: 

Impact on Health Life Quality, Safety, and Regulatory Research (Emerald Group Publishing Ltd, 2007) 102. 
15 The UK Patent Office, History: 500 Years of Patents, cited in Wertheimer and Santella, (n 6) 102. 
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Monopolies was later enacted in 1624.16 The new statute curbed the royal abuse by establishing 

some formal requirements for the grant of patents.17  

The Republic of Venice enacted the Venetian Patent Statute.18 Pager notes that ‘[t]his was the 

first written patent law known. It preceded the English Statute of Monopolies by 150 years. It 

was more modern in that it provided for patents as a matter of right and general principle, not 

merely of royal favour….’19 The position was different in the US. Apart from the explicit 

provision of its Constitution that Congress should ‘promote the progress of science and useful 

arts by securing … to authors and inventors the exclusive right to … writings and 

discoveries,’20 the US also enacted a patent law in 1790 which conferred 14 years of monopoly 

on inventors.21 The first pharmaceutical patent was granted under this Act in 1796.22 This set 

the pace for the legal revolution which was to later emerge for the pharmaceutical industry in 

the US.23 France also initially adopted the omnibus approach to IP protection—protecting all 

forms of design-related inventive activities under its Design Property Statute of 1711.24 France 

only enacted a patent law in 1790, the same year as the US.25  

Beside the US Patent Act, none of the other laws directly or indirectly covered pharmaceutical 

inventions. It can, therefore, be submitted that national laws permitted individual countries to 

adopt home-grown approaches to pharmaceutical patent issues, which, at any rate, was largely 

a non-issue for many countries at this time. However, it must be pointed out that at this stage, 

there was no international system in place for the protection of IP rights. This expectedly had 

some negative implications for the international protection of IP. For instance, this absence 

meant that any potential inventor who wanted patent protection in multiple countries would 

have to file individual applications in all countries of interest. This would be a herculean task, 

given there was no guarantee for inventors that their inventions would remain patentable by 

the time they successfully made it to these countries. Commenting on this period, Ladas 

observes that although a few bilateral treaties were in force, they could not resolve this 

 
16 Wertheimer and Santella (n 14) 102. 
17 Ibid.  
18 This was enacted by the Senate of Venice in 1474. 
19 Frank D Prager, A History of Intellectual Property from 1545 to 1787, 26 Journal of Patent Office Society, 711, 

715-6. 
20 US Const art 1, § 8, cl 8. 
21 Wertheimer and Santella (n 14) 102. 
22 Ibid.  
23 See sections 2.2.2.1 and 2.2.2.2 below. 
24 The statute was amended in 1737, 1739, 1744 and 1787, see Prager (n 19) 727–8. 
25 Ibid, 733–4. 
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challenge because they were mainly focused on trade marks, designs, and models.26 Genuine 

concerns such as this led to calls for the establishment of an international framework for the 

protection of IP. The outcome was the Paris Convention to which this section now turns. 

2.2.2 Paris Convention 

The Paris Convention was a product of four international conferences held in Austria (Vienna) 

and France (Paris) between 1873 to 1883. 27  Its primary objective was to establish an 

international framework for the protection of industrial property within which member states 

could implement established obligations without compromising on important national interest 

issues. 28  This shows that globalising pharmaceutical patent regime was not a deliberate 

objective even under the Paris Convention.  

In 1873, the International Exhibition of Invention Conference was held in Vienna, Austria.29 

At first, the majority of invited participants, including participants from the US, initially 

decided against attending, contending that the absence of an international protection system 

would expose their inventions to free-riding and theft. 30  According to Ladas, a US 

representative later wrote to the Austrian Foreign Office ‘requesting a special law to 

temporarily protect inventions, trademarks and patents or models against infringement until 

December 31, 1873.’31 This request was granted, consequent upon which confidence was 

restored and many participants eventually attended the Conference.32  

The second conference, the Exposition Universelle (International Exposition), held in Paris 

from May to November 1878.33 Unlike the first, where discussions were limited to patent issues, 

discussions at this conference encompassed other industrial property areas including trade 

marks, designs, models, photographic work, trade names, and industrial rewards.34 Participants 

also suggested the scope of the obligations which were proposed for inclusion under the 

 
26 Stephen P Ladas, Patents, Trademarks, and Related Rights: National and International Protection (Harvard 

University Press, 1975) 45–6.  
27  See generally Michael Blakeney, ‘The International Protection of Industrial Property: From the Paris 

Convention to the Agreement on Trade-Related Aspects of Intellectual Property Rights (The TRIPS Agreement)’ 

(Seminar Paper, WIPO National Seminar on Intellectual Property for Faculty Members and Students of Ajman 

University 5-6 May 2004). 
28 Ibid.  
29 Alfredo C Robles, Jr, ‘History of the Paris Convention’ (1999) 15 World Bulletin 1 
30 Ibid, see also Ladas (n 26) 59–60. 
31 Ladas (n 26) 60. 
32 Ibid. 
33 Ibid 61.  
34 Ibid.  
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anticipated agreement.35 At this stage, a Permanent International Commission was instituted, 

saddled with the task of aggregating diverse proposals from delegates and to submit a draft 

convention.36 Of all the proposed drafts, the French draft stood out for its ambitious provisions 

which, if adopted, would have deprived participating countries of the policy space required to 

make some important decisions at the national level.37 Following further deliberations, the 

obligations in the French draft were later toned down, while the draft was subsequently 

harmonised with other more moderate drafts to generate a new draft convention. 38  The 

resulting draft was then submitted for further deliberations by the participants at the next 

conference to be held in Paris in 1880.39 

The Paris Conference of 1880 was the first diplomatic conference properly so-called to solely 

focus on the international protection of industrial property rights.40 The draft from the 1878 

conference was tabled at the 1880 conference, and Ladas reports that deliberations took the 

form of ‘heated discussions about national treatment, rights of priority, forfeiture of patents, 

and validation of trademarks and industrial designs and models.’41 After this heated debate, 

participants agreed to postpone further deliberations on the draft agreement to the next and last 

diplomatic conference to be held in Paris in 1883.42 The final rounds of debate on the 1880 

draft convention took place at the Paris Conference of 1883.43 By March of the same year, 

eleven countries44 had signed the draft convention and by 7 July 1884, these countries had 

ratified what is now known as the Paris Convention to bring it into effect.45 Since conclusion, 

the Paris Convention had been revised six times and amended once, with the most recent 

revisions taking place in 1967.46 As discussed below,47 most of these later revisions had direct 

or indirect implications for pharmaceutical patents.  

 
35 Ibid.  
36 Ibid, 63. 
37 Ibid.  
38 Ibid.  
39 Ibid.                                                                                                                                                
40 Michael Blakeney (n 27) 5. 
41 Ladas (n 26) 64–6. 
42 Blakeney (n 40) 6. 
43 Ibid. 
44  These are Belgium, Brazil, France, Guatemala, Italy, Netherlands, Portugal, Salvador, Serbia, Spain and 

Switzerland.  
45 Ladas (n 26) 64–6. 
46 GHC Bodenhausen, Guide to the Application of the Paris Convention for the Protection of Industrial Property 

(World Intellectual Property Organisation, 1969) 9. 
47 See section 2.2.2.2 below. 
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The Paris Convention achieved two important milestones: the adoption of a non-discrimination 

principle; and the establishment of common rules.48 When unbundled, the non-discrimination 

principle embodied the national treatment concept49  and the priority right.50  The national 

treatment principle made it mandatory for Union members to extend to nationals of other Union 

members the same standards of IP protection which they provided to their own nationals.51 

Priority right, on the other hand, was adopted to address the difficult scenario described above 

in which prospective inventors desire protections for their inventions in multiple countries.52 

Priority rights, thus, provided these inventors up to six and 12 months (depending on the subject 

matter of the application) to submit applications in other countries of interest.53 As for the 

common rules established under the Paris Convention, these covered patent, utility model, 

trade mark, industrial design, and competition rules.54 

It must be emphasised that neither the non-discrimination principle nor the common rules of 

the Paris Convention mandated Union members to offer protection in any field of industrial 

property.55 However, once a Union member offered industrial property protection in any field, 

the non-discrimination principle as well as the components of the common rules became 

activated.56 In contrast, where a Union member did not offer industrial property protection in 

any field, such member would have no obligation to comply with the common rules relating to 

independence of patents, protection of well-known marks, and the rules in respect of unfair 

competition, and this would not breach the non-discrimination principle.  

Considering that members were not obligated to offer substantive protection in any field of 

industrial property, it could be submitted that the Paris Convention achieved its objective of 

creating an international framework for the protection of industrial property without 

compromising the ability of Union members to occasionally prioritise national interests as and 

when necessary. For instance, Union members may decide to offer patent protection for 5 years 

 
48 Ladas (n 26) 62. 
49 Paris Convention (n 5) arts 2 and 3.  
50 Ibid art 4. 
51 Ibid arts 2 and 3. 
52 See section 2.2.1 above. 
53 Patent and utility model applications benefit from 12 months priority right, while trade mark and industrial 

designs remain protected for six months: ibid art 4. 
54 Common rules are contained in various articles, including 4bis on independence of patents; 5 on rules guiding 

importation of patented articles, compulsory license, and forfeiture of patents: see Ruth L Gana, ‘Has Creativity 

Died in the Third World? Some Implications of the Internationalization of Intellectual Property’ (1995) 24(1) 

Denver Journal of International Law and Policy 109, 138. 
55 This is deducible from the national treatment principle: see Paris Convention (n 5) arts 2 and 3. 
56 Ibid.  
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or more or less; they may protect pharmaceutical products and processes by patents; they may 

offer patent protection to pharmaceutical processes only; they may choose not to make patent 

available for pharmaceuticals and agricultural products altogether; they may require 

substantive examination prior to patent grant, or they may simply choose a registration 

approach. The existence and the benefits offered by the availability of this national policy space 

under the Paris Convention were extensively acknowledged in the literature,57 although, as 

discussed in the next sub-section, later development in the pharmaceutical industry in the US 

set the tone for the gradual dissipation of the Paris Convention national policy space. 

2.2.2.1 Some revolutionary developments in the US pharmaceutical industry 

Even though the US offered patent protection for pharmaceuticals as early as 1796, patents did 

not play an active role in recouping pharmaceutical research and development (R&D) 

investments until the 1960s.58 According to Wertheimer and Santella,59 this was because, as at 

this stage, and until the nineteenth century, the pharmaceutical industry in the US and Europe 

relied almost solely on advertising to recover R&D costs.60 In the authors’ words, ‘the patent 

medicine industry…was America’s first industry to utilize advertizing to create a national 

consumer base.’61 Expectedly, as governments in the US began to strengthen the regulations 

around pharmaceutical production, the US-based pharmaceutical firms realised that 

advertisement alone could not protect their investments against free-riding. 62  Below is a 

summary of the crucial legislative developments in the US which changed the narratives around 

the pharmaceutical industry and patent protection.  

The first notable step was the enactment of the Pure Food and Drug Act of 1906.63 This Act 

created the Food and Drug Administration (FDA) and ‘prohibit[ed] [among others] interstate 

commerce in misbranded and adulterated foods, drinks and drugs.’64 Pharmaceutical firms later 

found a regulatory loophole in the Pure Food and Drug Act which they explored as they 

 
57 Bodenhausen (n 46) 15; Peter Drahos, ‘Developing Countries and International Intellectual Property Standard-

Setting’ [2002] The Journal of World Intellectual Property 765, 768; Benjamin Corriat and Luigi Orsenigo, ‘IPRs, 

Public Health and the Pharmaceutical Industry: Issues in the Post-2005 TRIPS Agenda’ in Mario Cimoli et al 

(eds), Intellectual Property Rights: Legal and Economic Challenges for Development (Oxford University Press, 

2014) 219, 222; Susan K Sell, Private Power, Public Law: The Globalization of Intellectual Property Rights 

(Private Power, Public Law) (Cambridge University Press, 2003) 11. 
58 See Wertheimer and Santella (n 14). 
59 Ibid 104. 
60 Ibid.  
61 Ibid.  
62 Ibid, 109–10. 
63 Pub L No 59-384, 34 Stat 768. 
64 Ibid.  



42 

 

continued to make false therapeutic claims.65 In US v Johnson, the US Supreme Court affirmed 

that the Pure Food and Drug Act did not prohibit making false therapeutic claims on foods, 

drinks and drugs.66 This led Congress to enact the Sherley Amendment 191267 which expressly 

prohibited labelling medicines with false therapeutic claims meant to defraud purchasers.68 The 

Sherley Amendment also left a gap that pharmaceutical firms exploited to the disadvantage of 

consumers, namely: placing the burden of proving false therapeutic claims on the 

government.69 The government’s response to this was the enactment of the Federal Food, Drug 

and Cosmetic Act 1938, 70  which not only reversed the burden on government, but also 

compelled the pharmaceutical industry to focus more on R&D.71 The latest Act established a 

new system of drug regulation which mandated pharmaceutical manufacturers ‘to scientifically 

prove their medicines were safe’ and required that government put requirements in place for 

determining non-compliance.72 The regulation of drug in the US was further strengthened 

following an  unfortunate incident associated with the use of thalidomide in Western Europe.73 

The US responded to this incident by enacting the Kefauver-Harris Drug Amendments 196274 

which, for the first time, imposed an obligation on pharmaceutical manufacturers to convince 

the FDA of the safety and efficacy of their products before those products could be marketed.75  

Following the introduction of these revolutionary legislative instruments, pharmaceutical firms 

realised that advertising alone would no longer be sufficient for recouping R&D expenses. 

Wertheimer and Santella rightly observe that this post-1962 development ‘led to new battles 

concerning patents.’76 This is not surprising considering that patents confer on beneficiaries 

the power to lock out competitors for as long as the monopoly rights which patents conferred 

subsist. Owing to this realisation, pharmaceutical firms in the US have come to appreciate the 

spectacular role that patents can play in recovering R&D expenses. As argued below, it did not 

seem like a coincidence that the gradual reduction in the policy spaces under the Paris 

 
65  See US FDA, ‘Milestones of Drug Regulation in the United States’ 

<https://www.fda.gov/media/109482/download>. 
66 221 US 488 (1911). 
67 37 US Stat 416 (1912) (Sherley Amendment). 
68 Ibid.  
69 Ibid.  
70 21 USC ch 9 § 301 et seq. 
71 Ibid.  
72 Ibid.  
73 Thalidomide was a new sleeping pill which caused birth defects in thousands of babies in Western Europe: see 

US FDA, ‘Milestones of Drug Regulation in the United States’ <https://www.fda.gov/media/109482/download>.  
74 Pub L No 87-781, 76 Stat 780.  
75 Ibid.  
76 Wertheimer and Santella (n 14) 109–10. 
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Convention, especially in respect of patent rights, began around the same time when 

pharmaceutical firms in the US were statutorily mandated to invest more financial resources in 

proving the efficacy and safety of their products. 

2.2.2.2 Developments in the US pharmaceutical industry and the Paris Convention  

While the legislative developments in the US pharmaceutical industry did not immediately 

produce globalised rules for the pharmaceutical industry, they undoubtedly drew the attention 

of the pharmaceutical industry to the economic importance of patents. For instance, existing 

scholarship confirmed that the period between the 1960s to 1980s witnessed a significant uptick 

in the number of the developed countries which made patent protection available to 

pharmaceuticals.77 Even though it was not mandatory for Union members to offer patent 

protection to pharmaceuticals during this period,78 a review of the various revisions to the Paris 

Convention below showed that its patent provisions in particular experienced incremental 

changes from 1900, with the most pharmaceutically relevant changes occurring in 1925, 1934 

and 1958.79 It is noteworthy that these revisions all occurred around the same period when the 

US pharmaceutical industry was undergoing regulatory revolution. Some of the fundamental 

changes to the patent policy spaces under the Paris Convention are examined below.    

A provision in the original version of the Paris Convention allowed the importation of patented 

products from one Union member to another Union member in which the products were also 

patented.80 This provision made it abundantly clear that such importation would not lead to the 

forfeiture of the patent rights in the importing country.81 However, a proviso was included 

stating that the owners of patents in these products would be bound by any obligation to exploit 

imposed on them by the national laws of the countries into which the imported product had 

been introduced.82 This proviso affirmed the right of a Union member to do two things: (1) 

impose a local working requirement on patent grant; and (2) provide for revocation/forfeiture 

 
77 Examples included: France (1960), Germany (1968), Japan (1976), Switzerland (1977), Sweden, Netherlands, 

Italy (all in 1978), and Denmark (1983), see generally Franco Malerba and Luigi Orsenigo, ‘The Evolution of the 

Pharmaceutical Industry’ (2015) 57(5) Business History 664, 669; Corriat and Orsenigo (n 57) 222; Surendra J 

Patel, ‘Intellectual Property Rights in the Uruguay Round: A Disaster for the South?’ [1989] Economic and 

Political Weekly 978, 980. 
78 Carlos M Correa, ‘Implementing the TRIPS Agreement in the Patents Fields: Options for Developing Countries’ 

(1998) 1(1) The Journal of World Intellectual Property 75, 76. 
79 See section 2.2.2.2. 
80 Paris Convention (original version) (n 5) art 5. 
81 Ibid.  
82 Ibid.  
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of such patent should the patent owner fail to comply with the local working requirement.83 

Since there was no requirement limiting when this revocation power may be exercised, a 

member could revoke or apply the forfeiture provision anytime, including within the first year 

of patent grant or as may be warranted by national exigencies.84  

The Brussels Revision of 1900 modified this flexibility by introducing two hurdles which a 

Union member must first cross before it could invoke its power of forfeiture/revocation in 

respect of a non-worked or an insufficiently-worked patent: it must be proved that the non-

working or insufficient working had continued for 3 years after the patent filing date; and (2) 

that the patent owner was unable to justify the non-exploitation.85 This revision, thus, made it 

easier for a patent owner to bypass the local working requirement for as long as they could 

prove that non-compliance was justifiable. 

While the Paris Convention was revised at Washington in 1911, revisions favourable to patent 

owners did not resurface until 1925 at The Hague. One of the provisions that The Hague 

Revision reiterated was the provision expressly authorising Union members to take legislative 

measures necessary to prohibit abuse of exclusive rights such as failure to work.86 Apart from 

this, however, The Hague Revision introduced some new provisions which had implication for 

the policy spaces formerly available under the Paris Convention vis-à-vis the 

revocation/forfeiture remedy.87 For instance, where patent exclusive rights had been abused, a 

Union member could no longer immediately revoke the patent (as used to be the case) as it was 

now required, first and foremost, to seek a remedy in compulsory licensing. 88  Secondly, 

compulsory licensing could not be granted until after three years post-patent grant and only if 

a patentee could not justify any alleged abuse.89  

Thus, for the first time, The Hague Revision introduced the remedy of compulsory licensing 

as a precondition to invoking the revocation/forfeiture remedy; it also required that such a 

 
83 It is amazing how the requirement of local working which was one of the core flexibility under the Paris 

Convention has now been relegated to the background under the TRIPS. Non-use under the TRIPS may not be 

unconnected with the fact that, with the link it creates between trade and IP, the TRIPS makes it easier for 

developed countries to threaten trade sanctions against any LMIC which insists on using the controversial 

flexibility.  
84 See Paris Convention (original text) (n 5) art 5. 
85 Ibid (Brussels Revision 1900) art 2.  
86 Ibid (the Hague Revision 1925) art 5. 
87 Ibid. 
88 Ibid. 
89 Ibid, the flexibility of compulsory licensing is carried into the TRIPS and without requirement that certain time 

must pass before grant. However, the TRIPS imposes its own cumbersome conditions for use: see TRIPS (n 7) 

art 31. 



45 

 

licence could only be considered from three years after the grant of the patent (as opposed to 

three years post-filing date under earlier revisions). The latter condition would appear to have 

taken into cognisance the potential delay often involved in the patent grant process. If such 

delay occurred, three years post filing date might be disadvantageous to a patent applicant, 

especially if the patent grant process took two or more years. These new provisions, therefore, 

further made it difficult for a Union member to deploy the revocation/forfeiture remedy. 

The potency of revocation/forfeiture remedy and compulsory licensing as policy tools under 

the Paris Convention was further watered down by the London (1934) and Lisbon (1958) 

Revisions—both subject these flexibilities to more stringent conditions. For instance, while the 

London revision retained the condition under The Hague Revision that compulsory licensing 

must first be sought before resorting to the revocation/forfeiture remedy, it also elongated the 

period by which the remedy of revocation/forfeiture would be available—two years after the 

grant of the first compulsory licensing. 90  To summarise, at this stage, the remedy of 

revocation/forfeiture had moved from (1) being immediately available where a patented 

invention had not been worked to (2) being available three years post-filing date of a patent 

application, to (3) being available if compulsory licensing could not remedy an alleged abuse, 

and finally to (4) being available two years after the grant of the first compulsory licensing. 

Another important development worthy of note at this point is that from stages (2) to (4), patent 

owners had acquired the right to justify non-use or other abuse of their patent rights.91  

As for the Lisbon Revision, two provisions relating to compulsory licensing were introduced.92 

First, the condition for the availability of compulsory licensing changed from simply three 

years post-patent grant to either three years post-patent grant or four years post-filing of patent 

application—again, the rationale behind this might be to protect patent applicants against 

inordinate delay involved in the grant process.93 Second, the Lisbon Revision, for the first time, 

provided that the grant of compulsory licensing must be non-exclusive.94 This latter provision 

was introduced apparently to discourage the use of compulsory licensing. This is because an 

exclusive licence creates a second grade monopoly right for a licensee which enables such 

licensee to exclude other competitors; in contrast, however, a non-exclusive licence is less 

 
90 See Paris Convention (London Revision) (n 5) art 5(4) 
91 Ibid. 
92 See Paris Convention (London Revision) (n 5). 
93 Ibid. 
94 Ibid. 
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attractive as it does not guarantee market exclusivity which many licensees often prefer to 

have.95 

It can be gleaned from the foregoing analysis that the bulk of the revisions to the Paris 

Convention (1925, 1934 and 1958 in particular), which drastically reduced patent-related 

policy spaces while at the same time bolstering patent owners’ rights, coincided with the wind 

of regulatory revolution which blew across the US pharmaceutical industry around the same 

time. 96  This sea of change was embodied in landmark US statutes such as the Sherley 

Amendment 1912, the Federal Food, Drug and Cosmetic Act 1938, and the Kefauver-Harris 

Drug Amendments 1962.  

The above developments (in the US and under the Paris Convention) had indirect consequences 

for the pharmaceutical industry, both favourable and unfavourable. On the unfavourable front, 

pharmaceutical firms had to invest more in R&D in order to prove to regulatory agencies that 

their pharmaceutical products were safe, efficacious and of good quality. On the positive side, 

however, these developments also opened the eyes of the industry to the extent to which patent 

rights may be used as a veritable tool for recouping highly costly R&D spending. In fact, 

considering the proximity of the timing of events under the Paris Convention and in the US 

pharmaceutical industry, one could safely surmise that the curtailing of the policy spaces under 

the Paris Convention were promoted by developed country Union members to benefit the 

interests of their pharmaceutical industries. 

Hence, the Paris Convention could be identified as the international treaty which brought the 

issue of pharmaceutical patents, albeit indirectly, into the limelight. For instance, the sea of 

changes introduced under this treaty which benefitted the pharmaceutical industry included 

making it difficult to invoke the revocation/forfeiture of pharmaceutical patents; tightening of 

the rules around the use of compulsory licensing; and allowing patent owners alleged to have 

abused their exclusive rights to provide justification for an alleged abuse. All of these were 

changes which fit perfectly well into the rent-seeking disposition of multinational 

pharmaceutical firms which preferred to obtain patent rights in as many countries as possible 

and then meet local demands via importation.              

 
95 See Neil S Hirshman, Michael G Fatall and Peter M Spingola, ‘Is Silence Really Golden—Assumption and 

Assignment of Intellectual Property Licenses in Bankruptcy’ (2007) 3(2) Hastings Business Law Journal 197, 

203–6. 
96 See section 2.2.2.2 above. 
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Meanwhile, while developed country Union members made appreciable progress in their 

efforts to scale up protection and reduce available policy space under the Paris Convention, 

their ability to push through more changes was later weakened by the subsequent ratifications 

of the Paris Convention by several newly independent low and middle income countries 

(LMICs) after the Second World War.97 Buoyed by the agenda of their own (the need to grow 

technological base so as to catch up in the innovation race), the new entrants sought idealistic 

revisions to the Paris Convention in key areas, including the re-introduction of exclusive 

compulsory licensing, the grant of revocation/forfeiture without conditions, the disapplication 

of the national treatment principle, and the reintroduction of a priority right which recognised 

third parties’ rights.98  

The revisions proposed by the new entrants would undoubtedly affect the core of a patent 

owner’s exclusive rights; hence, it was not surprising that the US and its allies opposed these 

proposals, citing, among others, the negative impact that the adoption of these proposals would 

have on their largely industrial property-dependent industries, and the fact that such revisions 

would be tantamount to legitimising the unlawful copying of protected rights.99 With this 

deadlock at the Paris Union, the US later abandoned WIPO for a different platform where it 

could significantly influence the trajectory of negotiations. 

2.2.3 In search of a higher protection regime  

Ryan (as cited by Yu) identifies two reasons for the US forum-change agenda (from WIPO to 

GATT): the first related to how the ‘one country one vote’ rule applicable under the WIPO 

framework favoured LMICs and put them in control of debates and negotiations; while the 

second derived from the impossibility of issues-linkages under WIPO.100 Issues-linkage or a 

linkage agenda describes the practice of linking IP discussion to other related areas such as 

trade, investment and dispute resolution (the focus of linkage here is IP and trade). The new 

 
97 Peter K Yu, ‘Currents and Cross-Currents in the International Intellectual Property Regime’ (‘Currents and 

Cross-Currents’) (2004) 38 Loyola of Los Angeles Law Review 323, 356; Patel (n 77) 982. 
98  Regina A Loughram, ‘The United States Position on Revising the Paris Convention: Quid Pro Quo or 

Denunciation (1981) 5 Fordham International Law Journal 411, 424–31. 
99 For the failed back and forth attempts between the developed and LMICs to revise the Paris Convention in a 

manner acceptable to the two sides, see generally: Loughram (n 98); Patel (n 77); Susan K Sell, ‘Intellectual 

Property as a Trade Issue: From the Paris Convention to GATT’ (‘IP as a Trade Issue’) (1989) 13 Legal Studies 

Forum 407. 
100  Michael P Ryan, Knowledge Diplomacy: Global Competition and the Politics of Intellectual property 

(Brookings Institution Press, 1998) 12 cited in Yu, ‘Currents and Cross-Currents’ (n 68) 358–9; other recognised 

reasons included the absence of enforcement mechanism at WIPO and the growing concerns about IP piracy, 

particularly in Asia: see Laurence R Helfer, ‘Regime Shifting: The TRIPS Agreement and New Dynamics of 

International Intellectual Property Lawmaking’ (2004) 29 The Yale Journal of International Law 1, 18–23.   
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forum, GATT, had a different composition and could accommodate issues-linkage; hence, the 

US’s decision to move IP discussions to GATT.101 It is, however, important to note that the US 

did not introduce a linkage agenda for the first time at GATT’s Uruguay Round; rather, it had 

first successfully used it as a domestic policy tool.102 The next subsection, therefore, examines 

the use of the linkage agenda domestically by the US, before considering its use on a bigger 

scale at the Uruguay Round. 

2.2.3.1 The United States domestic linkage agenda 

The post-Second World War period witnessed an enormous boom in the knowledge economy, 

especially across the developed countries.103 As one of the leading beneficiaries of this new 

normal, and because of the intangible nature of a knowledge economy, this development put 

IP rights at the centre of the economic recovery plans in the US.104 However, despite being one 

of the leading countries with a booming knowledge economy, Sell observes that the US could 

not adequately reap the benefit of this advantaged position owing to the deficiency of the extant 

international IP system which made it easy to infringe IP rights without any deterring 

consequences.105 This deficiency, Sell opines, resulted in the accumulation of trade deficits by 

the US against some of its trading partners, including Japan.106 Unlike the US which kept an 

open market approach, several of these trading partners kept a closed market and copied the 

US IP rights without repercussion.107 Hartridge and Subramanian put this aptly: 

The established industrialized economies are losing comparative advantage in some traditional sectors 

and are consciously shifting their attention and resources into areas of greater comparative 

advantage—activities that are creativity-, research-, and knowledge-intensive, and therefore 

intellectual property-intensive. This fact, together with the emergence of new copying technologies 

and the growth of the trade deficit in the United States, has focused attention on the imitation abroad 

of domestic technologies and creations.108 

One easy way to deal with the above situation would be for the US to acquire a punitive power 

over the infringement of its industries’ IP rights abroad. This led the US to revisit earlier 
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102 See section 2.2.3.1 below. 
103 Yu, ‘Currents and Cross-Currents’ (n 97) 356. 
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105 Sell, Private Power, Public Law (n 57) 80. 
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108 David Hartridge and Avind Subramanian, ‘Intellectual Property Rights: The Issues in GATT’ (1989) 22 
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suggestions by its private sector actors of a linkage agenda involving IP and trade.109 The 

proposed linkage agenda would empower the US to dangle the carrot of favourable trading 

terms before its trading partners in return for commitments to optimally protect the US IP 

rights.110 In cases of non-compliance, the US would then be able to use this issue-coupling as 

a stick to threaten withdrawal of trade benefits for non- or inadequate enforcement of its 

industries’ IP rights.111  

In accepting the private sector’s suggestion, the US enacted the Trade Act 1974112 which 

established a Generalised System of Preferences (GSP): the main requirement of the GSP was 

that prospective beneficiaries must demonstrate adequate protection of US IP rights before they 

could benefit under the scheme.113 The Trade Act was later twice amended, first in 1984, and 

second in 1988. The first amendment refined and strengthened the original section 301—this 

section empowered the US President to take unilateral punitive action against any country 

which failed to protect US IP rights.114 As for the second amendment,115 this introduced a new 

‘Special 301’ process which authorised the United States Trade Representative office to 

produce an annual report showing ‘the global state of intellectual property rights protection and 

enforcement’.116 It also empowered this office to place countries adjudged as not adequately 

protecting the US IP rights on one of two newly created lists (Priority Watch List or Watch 

List), depending on the scale of breach.117 Scholars have described the ‘Special 301’ process 

as ‘a public law devoted to the service of private corporate interests.’118  

The success of the linkage agenda at home seems to embolden the US to export it to GATT’s 

Uruguay Round. The next subsection examines the emergence of TRIPS, particularly focusing 

on the key role which issue-coupling played in this process. 

 
109 Ibid.  
110 See generally Peter Drahos and John Braithwaite, Information Feudalism: Who Owns the Knowledge Economy? 

(New Press, New York, 2003); Sell, Private Power, Public Law (n 57). 
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112 See 19 USC ch 12 § 2101 et seq; Sell, ‘IP as a Trade Issue’ (n 99) 415–7; Drahos and Braithwaite (n 111) 86–

7. 
113 Sell, Private Power, Public Law (n 57); Drahos and Braithwaite (n 111) 86–8. 
114 19 USC ch 12 § 2101 et seq. 
115 Ibid. 
116 See USTR, Special 301, <https://ustr.gov/issue-areas/intellectual-property/Special-301>. 
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2.2.3.2 Uruguay negotiations and the emergence of TRIPS 

Following the collapse of negotiations at WIPO, the US orchestrated a forum-change agenda, 

which resulted in the inclusion of IP matters as part of GATT’s Uruguay Round 

deliberations. 119  In actual fact, the US was goaded into taking this approach by the 

representatives of its private businesses who stood to benefit from a more binding universalised 

approach to the protection of IP rights.120 These private sector actors, therefore, persuaded the 

US government to deploy the same IP-trade linkage approach which had worked 

domestically.121 Pfizer Inc, a pharmaceutical firm, which had several of its executive members 

heading different government organisations,122 enlisted the supports of these organisations to 

push for ‘a trade-based approach to intellectual property’ at the Uruguay Round negotiations.123 

Some of the notable corporations which fronted this lobbying effort included the International 

Business Machines Corporation, Pfizer Inc, International Intellectual Property Alliance, the 

Pharmaceutical Manufacturers Association (now known as the Pharmaceutical Research 

Manufacturers of America), and the Intellectual Property Commission.124  

As regard the pharmaceutical industry, it was opined that the industry saw the Uruguay Round 

as an opportunity to push back on an emerging trend in LMICs where a few countries such as 

India had begun to deploy the Paris Convention policy spaces to build pharmaceutical 

capacity.125 Using the example of Pfizer Inc, Drahos and Braithwaite note as follows: 

As India and other developing states began to acquire technological capacities, Pfizer’s bet on these 

markets began to look shaky. It began to look especially shaky as India and others passed patent laws 

aimed at fostering a local pharmaceutical industry. The patent law in countries like India did not allow 

for patents on pharmaceutical products and would permit patents on pharmaceutical processes for only 

five to seven years…126         
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Apart from the need to push back on the use of the Paris Convention flexibilities, the US 

pharmaceutical industry also hoped that any potential treaty from the Uruguay Round 

negotiations would achieve a universalised substantive IP norms—including a non-

discriminatory provision which would make patent protection for pharmaceutical products 

mandatory.127 Other US industries also desired a mandatory regime of IP rights protection; 

consequently, they  exported the idea of a trade-based approach to IP protection to other leading 

IP-dependent industries in Britain, Germany, France, the European Union, and Japan.128 This 

behind-the-scenes manoeuvring and issue-framing provided an insight into the crucial 

externalities which shaped the developed countries’ approach to negotiations at the Uruguay 

Round. 

It is, however, important to note that GATT, under which auspices the Uruguay Round took 

place, was not originally an appropriate forum for IP negotiations; it was purely a trade 

forum.129 This informed the initial opposition of LMICs which maintained that WIPO, and not 

GATT, was the appropriate platform for IP negotiations.130 This opposition waned after the 

developed countries assured that IP deliberations at GATT would be limited to trade-related 

aspects and within the specific context of counterfeit goods.131 This narrow window later 

became the backdoor through which the developed countries (led by the US, EU, Japan and 

later Switzerland and Australia) imported everything IP into the Uruguay Round 

deliberations—substantive standards or norms of IP protection; establishment of procedures 

under national laws for IP enforcement; and establishment of a binding dispute settlement 

system were some of the examples.132 As would be expected, the initial reaction of LMICs—

which by this time had formed themselves into a group led by Brazil and India133—was to 

vehemently oppose the subsequent enlargement of the scope of the developed countries’  
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proposals.134 This intransigence, however, did not last, thanks in particular to the US’s national 

linkage tool which was deployed to subtly pressurise the recalcitrant LMICs into submission.135  

Faced with this reality, LMICs re-strategised and decided to adopt a common front on what the 

protection of IP rights within a GATT framework should look like. 136  After intense 

negotiations between the two groups, the developed countries came up with a proposed text (a 

reconciliation of individual proposals from the US, the EU, Japan, Switzerland, and Australia) 

which covered different categories of IP rights, including proposals on minimum standards, 

enforcement, and dispute resolution.137 On the other hand, the LMICs group text emphasised 

the availability of policy spaces which could be used to address important national interest 

issues such as public health.138 For ease of reference, the developed countries’ draft proposal 

was referred to as the ‘A Text’, while that of LMICs became known as the ‘B Text’.139  

In view of the significant differences between the two texts, GATT Secretariat, under the 

chairmanship of Lars Anell, successfully harmonised the two texts into what became known 

as the ‘Anell draft’. 140  The two sides, however, continued to have misgivings about the 

acceptability of the ‘Anell draft’; this led to further negotiations aimed at finding common 

grounds in the outstanding areas of discords.141 Having made additional progress on the draft, 

the improved draft was once again returned to GATT Secretariat, this time for consideration 

under a new chairmanship in the person of Arthur Dunkel.142 Under the auspices of Chairman 

Dunkel, the Secretariat made further attempts at reconciling outstanding areas of dissonance.143 

The outcome of this effort was the ‘Dunkel draft’ which, considering how much time had gone 

into the negotiations and the fact that negotiation fatigue was already setting in, adopted a take-

it-or-leave-it approach.144 In the ‘Dunkel draft’, the proposals from the developed countries 
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to meet certain standards of IP obligation – this was a warning for their stance at the Uruguay Round negotiations: 

Drahos and Braithwaite (n 111) 86-88; Sell, Private Power, Public Law (n 57); Yu, ‘Objectives and Principles of 

TRIPS’ (n 134) 989. 
136 Ibid. 
137 Gervais, The TRIPS Agreement (n 128) 20, 22–3; Yu, ‘Objectives and Principles of TRIPS’ (n 134) 989.  
138 Gervais, The TRIPS Agreement (n 128) 20, 22–3.  
139 Yu, ‘Objectives and Principles of TRIPS’ (n 134) 989–90. 
140 Ibid. 
141 Ibid.  
142 Ibid.  
143 Ibid. 
144 Ibid 991–2. 
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formed the substantive provisions of TRIPS, while those of LMICs were enacted as flexibilities, 

including articles 7 and 8.145 With little amendment, the ‘Dunkel draft’ later emerged as TRIPS 

in 1994.146  

What are the key highlights of this convoluted process? First, the US played a dominant and 

well-orchestrated role in the emergence of TRIPS. This included making patent a crucial 

protection tool for its pharmaceutical industry; aligning with like-minded Union members to 

enlarge patent protection under the Paris Convention; implementing a IP-trade linkage policy 

at home; exporting its using its IP-trade linkage policy to the negotiations at GATT; and 

winning its allies over, even before the Uruguay Round negotiations began.147 Second, though 

TRIPS is an international agreement binding on governments of WTO members, its rules are 

the creation of non-state actors who used their governments as fronts for protecting and 

promoting their commercial interests.148 Third, issue-framing is everything. Had the developed 

countries not initially framed the issue as that of ‘trade-related aspects of IP’ with focus on 

counterfeit goods, it would have been difficult to later push through a broad IP agenda at a 

platform meant for purely trade deliberations. Similarly, linking IP and trade left LMICs with 

little to no option: they had to choose between having access to the developed countries’ 

markets (if they supported a higher IP regime) or no access (if they opposed the proposed 

regime). Put differently, some scholars opine that LMICs found the whole WTO package too 

lucrative to be overlooked,149 hence, their decision to support TRIPS.  

Finally, the foregoing account equally makes it obvious that LMICs came to the negotiation 

table ill-prepared. One apparent explanation for their non-preparedness might be that they 

never envisaged that deliberations at GATT would extend to IP issues. Added to this, is the 

fact that, as at this time, many LMICs did not see IP as a priority issue.150 When this lack of 

preparedness is contrasted with the sophisticated government-to-government and private-

actors-to-private-actors interactions that the US and its allies engaged in prior to and during the 

 
145 See Daniel J Gervais, ‘Intellectual Property, Trade and Development: The State of Play’ (2005) 74 Fordham 

Law Review, 505, 507–8. 
146 Yu, ‘Objectives and Principles of TRIPS’ (n 134) 991–2. 
147 See generally section 2.2.3.  
148 See Drahos and Braitwaite (n 111). 
149 United Nations Conference on Trade and Development (UNCTAD) and International Centre for Trade and 

Sustainable Development (ICTSD), ‘Intellectual Property Rights: Implications for Development’ (Policy 

Discussion Paper, UNCTAD-ICTSD, 2003) 44; see also Sell, Private Power, Public Law (n 57) 10–17; Drahos 

and Braithwaite (n 111).  
150 See Denise Rosemary Nicholson, ‘Intellectual Property: Benefit or Burden for Africa?’ (2006) 32(4) IFLA 

Journal 310, 311. 
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Uruguay round, it becomes very clear why TRIPS seems to favour developed countries and 

their industries. 

2.2.4 TRIPS, pharmaceuticals and flexibilities 

TRIPS is unique because it is the first multilateral IP treaty to set far-reaching minimum 

substantive obligations in different categories of IP rights.151 With its emergence, all WTO 

members are now obliged to enact the established minimum standards in their national laws, 

including a comprehensive enforcement obligation.152 TRIPS approach sharply contrasts with 

that adopted under the Paris Convention, where the enforcement of assumed obligations 

remained hortatory.153 The most unique of TRIPS obligations is its dispute resolution provision 

which establishes a dispute resolution panel empowered to adjudicate on alleged cases of non-

compliance.154 This distinguishes TRIPS from similar treaties such as the Paris Convention, 

where the only available remedial option in alleged cases of non-compliance was retaliation. 

Lastly, TRIPS, for the first time, extended the application of the most-favoured nation (MFN) 

principle to IP, while also re-enacting the national treatment principle and the priority right 

concept available under the Paris Convention .155 Prior to TRIPS, the MFN principle was only 

applied within GATT (trade) context. 156  As discussed below, 157  the MFN principle has, 

arguably, become an important tool for externalising TRIPS-plus obligations (often assumed 

under FTAs) to non-FTA (but WTO) members.  

TRIPS particularly has multiple implications for pharmaceutical inventions, starting with the 

provision in TRIPS article 27(1), which extends patent protection to all inventions ‘whether 

products or processes’ and ‘in all fields of technology’. This was apparently a direct response 

to the unharmonised regime under the Paris Convention where no binding obligation was 

imposed on Union members.158 Many Union members (including the developed countries) 

 
151 Minimum obligations are created for copyrights (and related rights), trade marks (and service marks), patents, 

industrial designs, geographical indications (and appellation of origins), layout-designs of integrated circuits, and 

undisclosed information: TRIPS (n 7) Part II. 
152 Ibid Part III. 
153 Both articles dealing with domestic implementation and dispute resolution are phrased in a non-binding manner: 

see Paris Convention (n 5) arts 25 and 28. 
154 TRIPS (n 7) Part V. 
155 Ibid art 4. 
156 See Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 1994, 

1867 UNTS 190 (entered into force 1 January 1995) annex 1A (GATT), art 1. 
157 See section 2.3. 
158 See the Paris Convention national treatment principle: Paris Convention (n 5) arts 2 and 3. 
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took advantage of this slackness to build solid local manufacturing capacities.159 TRIPS article 

27(1), however, puts an end to this through its compulsory patent regime, not only for 

pharmaceutical process but more importantly for pharmaceutical products. 

There is also the controversial issue of the status of local working of patented inventions post-

TRIPS, since article 27(1) provides that ‘patents shall be available and patent rights enjoyable 

without discrimination as to … whether products are imported or locally produced.’ (Emphasis 

added). Owing to this provision, IP scholars have remained divided on the compatibility of the 

local working requirement with TRIPS, with one group arguing for compatibility160 and the 

other against.161 As already mentioned, local working attained prominence under the Paris 

Convention, which permitted a Union member to, subject to some cumbersome conditions 

already discussed,162  grant compulsory licensing as a punishment for insufficient or non-

working of a patented invention. 163  Even though subsequent revisions to the Paris 

Convention—especially those allowing a patent owner to justify insufficient or non-working 

of their patents—made the use of local working practically impossible, the consistency of the 

local working flexibility with the Paris Convention was never in doubt.164  

For the scholars who contend that the local working requirement is in compliance with the 

TRIPS regime, reliance is placed on the incorporation of the Paris Convention165 into TRIPS, 

while those against maintain that the provision of TRIPS article 27(1) is clear and 

unmistakable.166  The antagonists further opine that, with TRIPS being a later treaty, any 

inconsistency with earlier IP treaties (including the Paris Convention) must be resolved in 

favour of TRIPS. 167  In the past, LMICs including Brazil, Thailand and Argentina had 

 
159 See generally Corriat and Orsenigo (n 57); Sell, Private Power, Public Law (n 57); Patel (n 77); Malerba and 

Orsenigo (n 77); Drahos and Braithwaite (n 111).  
160 See generally Paul Champ and Amir Attaran, ‘Patent Rights and Local Working under the WTO TRIPS 

Agreement: An Analysis of the US-Brazil Patent Dispute’ (2002) 27(2) Yale Journal of International Law 365; 

Michael Halewood, ‘Regulating Patent Holders: Local Working Requirements and Compulsory Licences at 

International Law’ (1997) 35(2) Osgoode Hall Law Journal 243; Thomas Cottier, Shaheeza Lalani and 

Michelangelo Temmerman, ‘Use It or Lose It: Assessing the Compatibility of the Paris Convention and TRIPS 

Agreement with Respect to Local Working Requirements’ (2014) 17 Journal of International Economic Law 437.   
161 See generally Roger Kampf, ‘Patents versus Patients?’ (2002) 40(1) Archiv des Völkerrechts 90; Gervais, The 

TRIPS Agreement (n 128); Martin J Adelman, ‘Prospects and Limits of the Patent Provisions in the TRIPS 

Agreement: The Case of India’ (1996) 29 Vanderbilt Journal of Transnational Law 407; Michael L Doane, 

‘TRIPS and International Intellectual Property Protection in an Age of Advancing Technology’ (1994) 9(2) 

American University International Law Review 465. 
162 See section 2.2.2.2 above. 
163 Ibid.  
164 Ibid. 
165 See Cottier, Lalani and Temmerman (n 160). 
166 See Kampf (n 161); Gervais, The TRIPS Agreement (n 128); Adelman (n 161); Doane (n 161).  
167 Ibid.  
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threatened to grant compulsory licences against multinational pharmaceutical firms for failing 

to work or for insufficiently working their inventions—this threat had resulted in the reduction 

of drug prices in some cases. 168  The uncertainty which now plagues the local working 

requirement makes it difficult, if not impossible, for local experts in LMICs to learn from the 

local working of patented inventions and, in the long run, build the much-needed 

pharmaceutical production capacity.  

Another obligation under TRIPS with potentially debilitating implication for the 

pharmaceutical industry is the test data regime. According to article 39(3), where the authorities 

responsible for granting marketing approval for pharmaceutical (and agricultural chemical) 

products receive test data information for this purpose, subject to some conditions,169 they must 

protect the submitted data ‘against unfair commercial use … and … disclosure.’ While the test 

data regime is extensively discussed later in this thesis, it suffices to mention here that this 

provision has been used to justify IP-like protection for pharmaceutical test data which 

involved significant efforts to generate.170 This is in addition to (sometimes concurrent with) 

the 20 years minimum monopoly term already conferred on patented inventions by TRIPS.171 

In response to this provision, WTO members have adopted one of two approaches: 

misappropriation (which only protects against unfair commercial use) or data exclusivity 

(which protects against all non-authorised uses).172 The result is that in cases where a patent on 

a pharmaceutical invention has expired or where compulsory licensing has been granted to a 

generic firm, a data exclusivity regime will preclude such firm from manufacturing products 

from the invention during the currency of the exclusivity period, except the firm is willing to 

conduct its own clinical trials to generate a new set of the same data. 

The above are some of the radical implications that TRIPS heralds for the pharmaceutical 

industry. However, because some of TRIPS obligations may be flexibly implemented, some 

scholars have argued that each WTO member may take advantage of these flexible obligations 

to cushion any potential negative effects that the TRIPS regime may portend for access to 

 
168 Champ and Attaran (n 160). 
169 The product in respect of which marketing approval is sought must have used ‘new’ chemical entities; the data 

must be undisclosed; and considerable efforts must have gone into generating the data: see TRIPS (n 7) art 39(3). 
170 See chapter three, section 3.3.6.  
171 TRIPS (n 7) art 33. 
172 See generally Jerome H Reichman, ‘Rethinking the Role of Clinical Trial Data in International Intellectual 

Property Law: The Case for a Public Goods Approach’ (2009) 13(1) Marquette Intellectual Property Law Review 

1; Ellen FM ‘t Hoen, Pascale Boulet, and Brook K Baker, ‘Data Exclusivity Exceptions and Compulsory 

Licensing to Promote Generic Medicines in the European Union: A Proposal for Greater Coherence in European 

Pharmaceutical Legislation’ (2017) 10 Journal of Pharmaceutical Policy and Practice 1. 
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medicines, for example.173 Some of the notable flexibilities include patentability requirements 

(novelty, inventive step, and industrial application), 174  exclusion from patentability, 175 

compulsory licensing,176 exhaustion regime,177 exceptions (such as experimental use and Bolar 

exception),178 test data regime,179 and transition periods.180 The extent to which all of these 

may actually be used in practice to cushion the effects of a heightened pharmaceutical patent 

regime is discussed in the next chapter. 

2.3 POST-TRIPS DEVELOPMENT: FTAS, PHARMACEUTICALS AND MFN 

PRINCIPLE 

The initial feeling of conquest which the developed countries had post-TRIPS conclusion 

appears to be short-lived. The rationale for this submission is that, not long after TRIPS entered 

into force, LMICs began to pushback on some of the presumed gains of the developed countries 

under TRIPS.181 Thus, when another round of negotiations—the Doha Round—opened in 2001 

in Qatar focusing on agriculture, services and IP,182 LMICs had re-strategised and negotiated 

better as a group. This collaborative approach saw them score a big and unexpected win at the 

Round—the adoption of the Doha Declaration on TRIPS Agreement and Public Health 

(hereafter the ‘Doha Declaration’).183 This new reality left the developed countries with no 

option than to turn to bilateral and plurilateral FTAs in search of a more ratchet-up IP regime. 

While FTAs are focused on trade, they are also useful for incorporating TRIPS-plus obligations. 

Considering the body of works that already exists on FTAs and TRIPS-plus obligations,184 

 
173 See generally Patrick L Osewe, Yvonne K Nkrumah and Emmanuel K Sackey, Improving Access to HIV/AIDS 

Medicines in Africa: TRIPS Flexibilities, (The World Bank, 2008); F M Scherer and Jayashree Watal, ‘Post-

TRIPS Options for Access to Patented Medicines in Developing Nations’ [2002] Journal of International 

Economic Law 913 
174 TRIPS (n 7), art 27(1). 
175 Ibid art 27(2). 
176 Ibid art 31. 
177 Ibid art 6. 
178 Ibid art 30. 
179 Ibid art 39(3). 
180 Ibid arts 65(2)–(4) and 66(1); however, only least developed countries can still use this flexibility as the 

transition period for others had already lapsed. 
181 See generally Susan K Sell, TRIPS was never Enough: Vertical Forum Shifting, FTAs, ACTA, and TPP’ (2011) 

18 Journal of Intellectual Property Law 447. 
182 See <https://www.wto.org/english/tratop_e/dda_e.htm>.  
183 Abbott described the adoption of this Declaration as a ‘turning point in political and legal relations at the WTO’: 

see Frederick M Abbott, ‘The Doha Declaration on the TRIPS Agreement and Public Health: Lightning a Dark 

Corner at the WTO’ (2002) 5(2) Journal of International Economic Law 469. 
184 For instance, see generally Carlos M Correa, ‘Bilateralism in Intellectual Property: Defeating the WTO System 

for Access to Medicines’ (2004) 36 Case Western Reserve Journal of International Law 79; Ruth Lopert and 

Deborah Gleeson, ‘The High Price of “Free” Trade: US Trade Agreement and Access to medicines’ [2013] Global 

Health and the Law 199; Cynthia M Ho, ‘Sovereignty under Siege: Corporate Challenges to Domestic Intellectual 

Property Decisions’ (2015) 30(1) Berkeley Technology Law Journal 213; Oxfam and Health Action International, 
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discussion here is limited to examining the effect of this post-TRIPS development on an already 

globalised pharmaceutical patent regime. 

FTA TRIPS-plus obligations have been used to further expand the rights available to the 

pharmaceutical industry with the overall consequence being a massive contraction of TRIPS 

flexibilities for WTO members—including when such members are not parties to these FTAs. 

While these obligations vary from one FTA to another, the common ones may be summarised 

as follows.  

Starting with ‘patent term adjustment’, this allows FTA members to extend the patent term 

beyond the 20 years minimum provided by TRIPS,185 the justification for which is that it 

compensates applicants for patent grant- or marketing approval-related delays. 186  Data 

exclusivity is another example: as explained above, while TRIPS article 39(3) imposes an 

obligation to protect test data, the outright rejection of the US proposed data exclusivity regime 

for test data during TRIPS negotiations clearly indicates that compliance with this obligation 

does not require a data exclusivity regime.187 However, many FTAs impose the data exclusivity 

regime so that members are thereby required to provide from additional five to 10 years 

exclusivity for test data—and this is in addition to the exclusivity already conferred under 

TRIPS itself.188  

Provisions permitting ‘evergreening’ are equally common. Evergreening defines the practice 

of granting second use or incremental patents upon the expiry of the first patent on the original 

invention.189 IP chapters of FTAs now include provisions allowing patent grant for ‘any new 

uses or methods of using a known product’,190 without equivalent provisions stipulating the 

 
Trading Away Access to Medicines – Revisited (29 September 2014); Ronald Labonte et al, ‘USMCA (NAFTA 

2.0): Tightening the Constraints on the Right to Regulate for Public Health’ (2019) 15(35) Global Heath 

https://doi.org/10.1186/s12992-019-0476-8. 
185 See Pedro Roffe and Christoph Spennemann, ‘The Impact of FTAs on Public Health Policies and TRIPS 

Flexibilities’ (2006) 1(2) International Journal of Intellectual Property Management 75; see, for instance, the 

United States-Mexico-Canada Agreement (USMCA), arts 20.44 and 20.46.  
186 Ibid.  
187 G Lee Skillington and Eric M Solovy, ‘The Protection of Test and Other Data required by Article 39.3 of the 

TRIPS Agreement’ (2003) 24 Northwestern Journal of International Law & Business 1, 18–20; see USMCA, art 

20.48. 
188 The US offers five years while in Europe, the period of exclusivity can be up to 11 years: for the US, see Hatch-

Waxman Act 21 USC § 355 (2012) and 35 USC § 156; for the EU, see Council Directive 2001/83/EC of 6 

November 2001 on the Community Code relating to medicinal products for Human Use [2002] OJ L 311/67; 

Council Regulation (EC) 726/2004 of 31 March 2004 laying down Community procedure for the authorisation 

and supervision of medicinal products for human and veterinary use and establishing a European medicines 

Agency [2004] OJ L 136, art 14(11). 
189 Roffe and Spennemann (n 185). 
190 US-Australia FTA, art 17.9(1). 
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threshold for such ‘new uses’ or ‘new methods’ grants. In contrast, TRIPS contains flexibilities 

capable of eliminating or reducing the incidence of evergreening.191 Provisions on ‘patent 

linkage’ and ‘prohibition of pre-grant opposition’ have also found their way into many FTAs. 

Patent linkage requires the authorities responsible for considering applications for marketing 

approval for pharmaceutical products to inquire into the patent status of the medical products 

for which approval is sought.192 If the products are found to be under patent or if an application 

is opposed by an acclaimed patent owner, the consideration of the application will be suspended 

pending when the patent status of the drugs in issue can be ascertained.193 FTAs also constrain 

the use of pre-grant opposition procedure (an option available under TRIPS to filter the quality 

of patent applications) by explicitly providing that opposition procedure will only be available 

post-patent grant.194         

‘Compulsory licensing’ is one of the readily available TRIPS flexibilities for remedying abuse 

of patent rights or assisting countries with insufficient or no manufacturing capacity.195 While 

the Doha Declaration reaffirms WTO members’ rights to use TRIPS flexibilities and, more 

importantly, to determine the grounds for granting compulsory licensing,196 many FTAs have 

expressly limited these grounds.197 ‘Parallel importation’ is another flexibility available to a 

WTO member with no or with insufficient manufacturing capacity faced with national shortfall 

in pharmaceutical supplies.198 Many FTAs now threaten the continued availability of this 

flexibility by demanding that parties either provide for a national exhaustion regime199 or 

exclude the application of parallel importation by contract.200  

The brief analysis above leads to the important question: how do these TRIPS-plus obligations 

further implicate TRIPS’s globalised pharmaceutical patent regime? Apart from generally 

eliminating the TRIPS flexibilities which could be used in fostering access to medicines, the 

obligations also have both futuristic and immediate consequences for WTO members. On the 

 
191 Undefined concepts under the TRIPS such as ‘novelty’, ‘inventiveness’, and ‘industrial application’ coupled 

with flexibilities such as ‘pre-grant opposition procedures’ can be strictly construed to filter out supposedly low 

quality patents: see TRIPS (n 7) art 27. 
192 See Lopert and Gleeson (n 184)  
193 See Roffe and Spennemann (n 185); Lopert and Gleeson (n 184). 
194 See for instance Korea-US FTA, art 18.8(4). 
195 TRIPS (n 7) arts 31. 
196  Declaration on the TRIPS Agreement and Public Health (Doha Declaration) of 14 November 2001 

(WT/MIN(01)/DEC/2), [5b]. 
197 See for instance US-Australia FTA, art17.9(7); US-Singapore FTA, art 16.7(6). 
198 TRIPS (n 7) art 6 as reaffirmed by the Doha Declaration (n 196) [5d] gives WTO members the absolute freedom 

to determine the exhaustion regime most suitable to them: see chapter three, section 3.3.9. 
199 See for instance US-Australia FTA, art 17.9(4).  
200 See for instance US-Singapore FTA, art 16.7(2). 
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one hand, obligations such as patent term adjustment, data exclusivity, evergreening, patent 

linkage and elimination of pre-grant opposition all have futuristic implications in that they are 

designed to delay early entry of generic medical products into the chain of commerce. As for 

compulsory licensing and parallel importation on the other hand, the effect is more immediate. 

In this latter case, where a patent owner refuses to grant voluntary licence, a party to an FTA, 

which desires urgent access to patented medical products, is precluded from using the 

flexibility of compulsory licensing if the ground upon which they intend to invoke the 

flexibility is not among those recognised by the FTA. Similarly, a non-FTA country 

contemplating the use of compulsory licensing for import from an FTA country will have to 

ensure that the ground for issuing such license is permitted by the FTA to which the exporting 

country is a member. The use of parallel importation to import from abroad will also be 

impossible where the destination country has ratified an FTA which obligates it to provide for 

a national exhaustion regime or exclude parallel importation via contract.  

A follow-up question to the above is: since FTAs are only binding on its signatories, why 

should non-members be concerned about the potential fallouts for pharmaceuticals highlighted 

above? The last two scenarios relating to exhaustion regime and compulsory licensing typify 

how non-FTA members may be affected by FTA obligations. This is made possible by the 

replication in TRIPS of GATT-type of MFN principle, which alters the effects of subsequent 

bilateral/plurilateral IP agreements on WTO members generally. 201  Under the Paris 

Convention for instance, while members’ rights to conclude special agreements on a bilateral 

or plurilateral basis are preserved, obligations assumed in these subsequent intra-parties 

agreements did not become automatically binding on all Union members.202 The reverse is now 

partly the case under TRIPS, especially with article 4 mandatorily providing that ‘with regards 

to the protection of intellectual property, any advantage, favour, privilege or immunity’ 

conferred by a member on the nationals of one country must be ‘immediately and 

unconditionally’ conferred on the nationals of all WTO countries. This has led some scholars 

to describe the MFN principle as a tool for ‘multilateralising’ bilateral/plurilateral IP 

obligations assumed elsewhere (in the case, under FTAs).203   

 
201 TRIPS (n 7) art 4. 
202 Paris Convention (n 5) art 19. 
203 See for instance A Kamperman Sanders and D Shabalala, ‘Intellectual Property Treaties and Development’ in 

D Gervais (ed) Intellectual Property Trade and Development (Oxford University Press, 2014) 68; Keith E Maskus 

and Jerome H Reichman, ‘The Globalization of Private Knowledge Goods and the Privatization of Global Public 

Goods’ (2004) 7(2) Journal of International Economic Law 279, 281. 
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It is particularly remarkable how the developed countries have combined the GATT and TRIPS 

MFN principles to further strategically ‘compel’ many WTO members to sign up to TRIPS-

plus FTAs. GATT MFN is primarily designed to promote trade inclusion and preclude 

discrimination in tariffs and customs duties, which members may impose on one another.204 It 

is to this end that GATT article 1 (the MFN article) provides that members must grant ‘any 

advantage, favour, privilege or immunity’ which they grant to products originating from or 

heading to one WTO member to like products going to or coming from all WTO members. 

However, where certain conditions are met,205 GATT exempts discrimination in respect of 

trade concessions contained in bilateral/plurilateral agreements between WTO members who 

are part of customs unions or FTAs.206 GATT MFN principle, therefore, makes it possible for 

FTA parties to enjoy more favourable trading terms among themselves, to the exclusion of 

other WTO members. In other words, GATT MFN is of tremendous benefit mainly to members 

in a customs union or an FTA. 

In contrast, TRIPS MFN can only be used to extend FTA TRIPS-plus obligations to all WTO 

members: although it is debatable whether TRIPS-plus obligations are really ‘advantage[s]’ or 

‘favour[s]’ or ‘immunity[ies]’ to LMICs who are net-importers of IP rights. With the reality 

that membership of an FTA is a preliminary condition for benefitting from the GATT exception 

excusing otherwise discriminatory trading terms (trade concessions), any WTO member who 

wishes to benefit from favourable trading terms is left with just one option: join any of the 

existing FTAs with TRIPS-plus obligations. One likely fallout of this is that the more WTO 

members who join FTAs to benefit from fairer trading terms, the more the level of support for 

TRIPS-plus provisions is expected to increase. 

In its current form, to the extent that any WTO member seeks to use flexibilities such as parallel 

importation and compulsory licensing in another WTO member which has joined an FTA, 

TRIPS MFN principle will apply to limit the use of these flexibilities to the extent permissible 

under the FTA to which the latter WTO member is a party—see Box 2.1 below. 

With TRIPS MFN principle only extending TRIPS-plus obligations to all WTO members (and 

not favourable trading terms), it becomes a great strategy for WTO members to also join FTAs, 

 
204 GATT (n 156) art 1. 
205 For a customs union, the applicable duties and other charges payable by non-members ‘shall not on the whole 

be higher or more restrictive than the general incidence of the duties and regulations of commerce applicable… 

prior to the formation of such union….’ A similar condition is applicable for FTAs: see GATT (n 156) art XXIV 

(5) (a)–(b). 
206 Ibid.  
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as this will ensure that they are not only ‘burdened’ by TRIPS-plus obligations, but will also 

benefit from trade concessions which only operate within the confines of FTAs. Should this 

trend gain more traction among WTO members on the long run, it may provide an unexpected 

window for developed countries to externally influence more TRIPS-plus amendments to the 

current obligations in TRIPS.207 This adroit use of GATT and TRIPS MFN principles indicates 

how they have become ‘weaponised’ to systematically globalise a higher regime of IP 

protection; it also indicates why non-FTA WTO members should be concerned about IP 

provisions in FTAs.  

 

 

 

 

 

Box 2.1: Implication of TRIPS MFN on non-FTA members 

To conclude this section, Figure 2.1 below recaps the progression of the pharmaceutical patent 

regime from national level up to the post-TRIPS period. It further indicates (as represented by 

the unit ‘X?’) a higher level of protection which may be attained through the interactions 

between FTAs, TRIPS-plus obligations and GATT and TRIPS MFN principles. 

Figure 2.1: Historical progression of the current global patent regime 

 
207 See Marc Stuhldreier, ‘The Trans-Pacific Partnership Agreement and Its Threat to the Affordability of Medical 

Products in Developing Countries’ (2016) 19 Trinity College Law Review 175, 191–2. 

Assuming Kenya intends to use the compulsory-licensing-for-export regime to 

export certain medical products from a pharmaceutical firm in Australia, just as 

Kenya is required to issue compulsory licence against that firm if the drug is patented 

in Kenya, Australia must also issue corresponding compulsory licence against the 

Australian patent right. Here is where the TRIPS MFN principle applies to alter 

Kenya’s right to freely use this regime, as the grounds on which Australia may issue 

compulsory licence are now limited to those recognised in its FTA with the US or 

FTA with other countries. Thus, whether they are members to FTAs or not, WTO 

members are already indirectly affected by TRIPS-plus provisions in FTAs. 
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2.4 THE GLOBAL REGIME AND ACCESS TO MEDICINES DECISIONS IN THE EAC 

Generally, because most of the EAC partner states are signatories to all the international 

agreements discussed in this chapter and depicted in Figure 2.1 above,208 it is expected that the 

globalised regime which resulted from these agreements may profoundly curtail the law-

making power of the EAC partner states. Figure 2.2 below illustrates how externally assumed 

obligations may curtail national law-making powers. Specifically identified and discussed 

under this section are four potential implications (direct or indirect) which the current 

globalised regime for pharmaceutical patents may have on access to medicines decisions in the 

EAC. 

 

Figure 2.2: Supra-national obligations and national laws 

2.4.1 Legitimising foreign influence in national IP rule-setting 

National IP rule-setting had been indirectly influenced, especially by the US, before the 

conclusion of TRIPS. As far back as 1974, for example, the US had enacted the Trade Act 

which created a preferential tariff system known as the GSP.209 This system particularly offers 

eligible products from LMICs preferential duty-free access into the US market, thereby 

creating export market and, arguably, generating massive savings for the benefiting 

countries.210 Expectedly, however, the Trade Act imposes several eligibility criteria on any 

aspiring beneficiary country, including the one that considers ‘the extent to which such country 

is providing adequate and effective protection of intellectual property rights.’211 Additionally, 

section 301 of the Trade Act confers an extra-territorial punitive power on the US Trade 

 
208 South-Sudan is not yet a WTO member as it is currently in the negotiation process. 
209 19 USC ch 12 § 2101 et seq. 
210 19 USC § 2461. 
211 19 USC § 2462.  
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Representative to suspend trade benefits to or sanction any GSP beneficiary country involved 

in an act which, among others, ‘is unjustifiable and burdens or restricts United States 

commerce.’ This power subsequently led to the creation of the ‘Special 301’ process under 

which the US Trade Representative acquires the power to put any of the US trading partners 

who fails to sufficiently protect the US IP on either a ‘Priority Watch List’ or a ‘Watch List’, 

depending on the extent of alleged non-compliance involved.212     

The US effectively used this IP-trade linkage as a national policy tool for influencing IP rule-

setting in LMICs, conditioning market access on protection of the US’s commercial interests, 

including IP.213  In fact, this carrot-and-stick approach became handy during the Uruguay 

Round of negotiations where the US threatened sanctions and withdrawal of trade access 

against some recalcitrant LMICs in order to pressurise them into supporting the negotiation of 

IP at a GATT forum.214 While IP rule-setting could be influenced in this way pre-TRIPS, the 

US could only determine what amounted to ‘adequate and effective protection of intellectual 

property rights’215 unilaterally and on a case-by-case basis, such that achieving the same level 

of IP protection in all GSP beneficiary countries was near impossible and time-consuming. 

That the US unilaterally dictated what acceptable level of protection should be also created an 

aura of illegitimacy or unfair attack on LMICs’ sovereign rights. 

TRIPS, however, legitimises the above practice by establishing minimum substantive 

obligations for different IP classes which all WTO members have undertaken to protect. The 

implication of this is that when developed countries like the US link trade concession for 

LMICs to IP protection at home, their action can now be justified on the grounds that they are 

only requiring LMICs to honour obligations which they ‘willingly’ assumed under TRIPS. 

TRIPS, therefore, provides the basis against which to measure, in the US Trade Act case, 

whether national IP laws in LMICs offer ‘adequate and effective protection’. 216  This 

legitimisation has emboldened both the US and the EU to proliferate this linkage agenda post-

TRIPS. For instance, the US, through the Trade and Development Act 2000,217 establishes the 

African Growth Opportunity Act which grants to eligible products from sub-Saharan African 

 
212 India is one developing country, which has repeatedly been placed on the Priority Watch List, see Kirtika 

Suneja, ‘New Delhi Continues to be on USTR’s ‘Priority Watch List’’ The Economic Times (online, 30 April 

2020). 
213 See section 2.2.3 above. 
214 See section 2.2.3.1 above. 
215 19 USC § 2462. 
216 Ibid.  
217 Pub L No 106-200, 114 Stat 251. 
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countries additional US market access, provided they meet the eligibility requirements—the 

‘protection of intellectual property’.218 Post-TRIPS, the EU also enacts a regulation which sets 

up a scheme of generalised tariff preferences for LMICs.219 One of the conditions which may 

result in a temporary withdrawal of benefits under the EU scheme is ‘serious shortcomings in 

customs controls on the export or transit of drugs…’220 In other words, a beneficiary country 

may lose benefits under the scheme if its national enforcement regime for customs controls is 

adjudged insufficient by the EU. Again, this cannot be said to be illegitimate considering that 

the EU would only be ‘encouraging’ the affected beneficiary country to meet its TRIPS 

enforcement obligations. 

How does this affect the EAC? Since all the EAC partner states are eligible beneficiaries under 

these preferential trade agreements, both the US and the EU can now legitimately rely on 

obligations created in TRIPS to demand a higher IP protection regime from EAC partner states. 

As later discussed in this thesis, one obvious area of influence in the EAC is anti-counterfeiting 

legislation, where Kenya, Tanzania, Uganda221 and the EAC Secretariat have all supported a 

TRIPS-plus anti-counterfeiting regime, not minding the exorbitant cost that the implementation 

of this approach requires, nor minding that such cost will be spent on entrenching a rent-seeking 

arrangement in favour of multinational corporations headquartered in developed countries.222 

While this may be perceived as a pure interference in domestic IP rule-setting, it can, 

nonetheless, be justified on the ground that the interferers only requested EAC partner states to 

implement obligations not unlawful under TRIPS. 

2.4.2 Use of some flexibilities further constrained 

Apart from the possibility that developed countries may exert behind-the-scenes economic 

pressures on LMICs to dissuade them from using the TRIPS flexibilities—the US, for example, 

has repeatedly done this,223 the continuing proliferation of FTAs equally endangers the ability 

 
218 Ibid §104(a)(1)(C)(iii).  
219 These include standard GSP, GSP+ and Everything But Arms: Standard GSP applies to all eligible LMICs; 

GSP+ applies only to few developing countries listed in the Annex to the regulation; while EBA (Everything But 

Arms) benefits only the least developed countries: see Regulation (EU) No 978/2012 of the European Parliament 

and of the Council of 25 October 2012 applying a scheme of generalised tariff preferences and repealing Council 

Regulation (EC) No 732/2008 [2012] OJ L 303, art 1. 
220 Regulation (EU) No 978/2012, art 19. 
221 Uganda made two unsuccessful attempts to enact a separate regime of anti-counterfeiting: see Hanibal Goitom, 

‘Uganda: Government Proposes Bill to Prohibit Trading in Counterfeit Goods’, Library of Congress (online, 9 

November 2010). 
222 For discussion on the prevailing anti-counterfeiting regime in the EAC, see chapter six. 
223 US denied South Africa’s request for more benefits under its GSP for enacting an access-friendly Medicines 

Amendment Act 1996; US took Brazil to the WTO Panel for daring to use its patent provision on local working; 
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of the EAC partner states to use the TRIPS flexibilities abroad. It may be argued that since the 

EAC partner states have not joined any TRIPS-plus FTAs, they ought not to be affected by the 

potential effects of FTAs on access to medicines. However, while this may be true vis-à-vis 

the domestic IP laws of non-FTA (WTO) members—considering that there is no obligation on 

them to incorporate FTA TRIPS-plus provisions, the situation is different when nationals from 

non-FTA (WTO) countries seek to use flexibilities in WTO countries with TRIPS-plus FTAs. 

In this latter scenario, whether flexibilities may be invoked will be dependent on the TRIPS-

plus obligations which the FTA countries have already assumed. As explained above,224 TRIPS 

MFN (non-discrimination) principle makes this extension of obligations possible.  

The implication, for instance, is that the use of compulsory licensing for export by the EAC 

partner states may be limited. This flexibility has its origin under TRIPS article 31 and it 

permits the use of patented inventions without the authorisation of the patent owner, provided 

the underlying conditions are met. 225  But where a country has insufficient or no local 

manufacturing capacity, this flexibility becomes useless as paragraph (f) only permits the drugs 

manufactured from a compulsory licence to be used ‘predominantly for the supply of the 

domestic market….’ This ‘shortcoming’ was subsequently raised during the Doha Round and 

led to the adoption of the Doha Declaration. 226  In addition to generally recognising and 

reaffirming WTO members’ rights to use the TRIPS flexibilities, the Declaration specifically 

addresses the above difficulty by instructing ‘the Council for TRIPS to find an expeditious 

solution to this problem … before the end of 2002’.227 However, an interim solution did not 

emerge until 2003 when the 30 August Decision228 of the General Council for TRIPS waives 

TRIPS article 31(f) obligation, which limited the use of compulsory licensing predominantly 

for the supply of domestic market. This decision was later formalised as TRIPS article 31bis 

in January 2017 after two-third of members had ratified it.229  

 
Mexico and Thailand had their GSP benefits withdrawn for not providing US-type IP laws; Argentina had its GSP 

benefits withdrawn in 1999/2000 for not protecting pharmaceutical patents and for failing to provide for marketing 

exclusivity: see generally, Anna Lanoszka, ‘The Global Politics of IPRs and Pharmaceutical Drug Policies in 

Developing Countries’ (2003) 24(2) International Political Science Review 181, 192; Carolyn Deere, The 

Implementation Game: The TRIPS Agreement and the Global Politics of Intellectual Property Reform in 

Developing Countries (Oxford University Press, Reprint Edition, 2011). 
224 See section 2.3 above. 
225 These conditions are outlined under TRIPS (n 7) art 31. 
226 Doha Declaration (n 196). 
227 Ibid [6]. 
228 See the Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health 

(WT/L/540 and Corr 1). 
229 See Amendment of the TRIPS Agreement, General Council Decision of 6 December 2005 (WT/L/641). 
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Of particular interest to the EAC with regard to the 2003 August Decision is paragraph 6, which 

creates additional exception for countries in a regional trade agreement. Such countries are 

permitted to use the compulsory-licensing-for-export regime, not only for their own benefit, 

but also for the benefit of other members of the regional trade agreement; provided, however, 

that not less than half of its members are LDCs.230 As a regional trade bloc with five LDCs, the 

EAC could use this flexibility to, for example, bulk-procure essential medical products—

including active pharmaceutical ingredients needed by local firms—for the benefit of all 

partner states. Such an approach will create economies of scale for the region, cut cost for each 

partner state, and increase access of the EAC populations to medicines. TRIPS-plus FTAs, 

however, limit the number of WTO countries where this flexibility may be used.  

But as already discussed,231 some FTAs limit the grounds on which compulsory licensing can 

be issued in their members’ countries, meaning if the ground on which an EAC partner state 

has requested a compulsory licence abroad is unrecognised under an FTA, that country, though 

an eligible exporting country, would be precluded from issuing the licence. Similarly, given 

that many FTAs also establish a data exclusivity regime, a successful grant of compulsory 

licensing in favour of an EAC partner state abroad will be useless if the granting country is a 

party to an FTA which mandates a data exclusivity regime. In this case, while compulsory 

licensing has been issued, the test data required to prove bioequivalence, though available, will 

be inaccessible. This leaves the firm to which a compulsory licence has been granted in the 

eligible exporting country with the options of either generating its own data or waiting for the 

exclusivity period to expire. Neither of these options is desirable for the EAC as an eligible 

importing country.  

Proliferation of FTAs may also limit EAC partner states’ use of parallel importation. This is 

because, while TRIPS allows its members to use this flexibility,232 as explained above, most 

FTAs mandate the adoption of a national exhaustion regime or the exclusion of parallel 

importation by contract.233  As later shown in chapter three, a national exhaustion regime 

precludes the use of parallel importation.234 The implication of this for a region like the EAC, 

which heavily relies on importation is that the number of countries where this flexibility may 

be used continues to dwindle as more WTO members join bilateral and plurilateral FTAs. The 

 
230 Ibid.  
231 See section 2.3 above. 
232 See TRIPS (n 7) art 6. 
233 See section 2.3 above. 
234 See section 3.3.9. 
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recent decision by Kenya to negotiate with the US an FTA which is expected to incorporate 

TRIPS-plus provisions, can reasonably be expected to further exacerbate the state of access to 

medicines in the region should a Kenya-USA FTA become a reality.235  

2.4.3 EAC partner states unjustifiably adopt a higher IP regime 

One oft-cited justification for an enhanced IP regime is that it will promote the flow of 

technology transfer and foreign direct investment (FDI) to LMICs. 236  Actual evidence, 

however, shows that this stimulative effect is mainly true for developed countries and a few 

middle income countries.237 According to Correa, this is because many LMICs often lack other 

factors like local skills and conducive industrial environment needed to complement a strong 

IP regime.238 This anecdotal justification has pushed several EAC partner states to offer more 

IP protection than required under TRIPS, thus limiting the flexibilities which they may 

subsequently use. Common examples include: all EAC LDCs offering IP protection when they 

have until 2021 to do so;239 Tanzania offering pharmaceutical patents when TRIPS exempts 

such protection until 2033;240 Rwanda, an LDC, planning to offer pharmaceutical patents to 

‘attract’ FDI to its pharmaceutical sector; 241  Kenya and Tanzania adopting TRIPS-plus 

enforcement provisions in their anti-counterfeiting laws;  F

242  and the EAC policy and draft 

legislation on anti-counterfeiting proposing TRIPS-plus enforcement provisions.243 This is one 

consequence that has seen the EAC partner states reduce the few policy spaces available to 

them under TRIPS.       

 

 
235 The decision to initiate FTA negotiations between the US and Kenya was announced by the US government 

in February 2020, while bilateral negotiations actually commenced in July 2020. Negotiations are currently 

suspended (as of March 2021) owing to the emergence of the Biden administration after the November 2020 

elections: see generally ‘The Proposed Kenya-USA Free Trade Agreement’, 

<https://agoa.info/bilaterals/kenyausa.html>.  
236 See for instance Bronwyn H Hall, ‘Does Patent Protection Help or Hinder Technology Transfer?’, in Sanghoon 

Ahn, Bronwyn H Hall and Keun Lee (eds), Intellectual Property for Economic development (Edward Elgar 

Publishing, 2014) chapter two.  
237 See generally Maskus and Reichman (n 203) 279; Drahos and Braithwaite (n 111); Lee G Branstetter, ‘Do 

Stronger Patents Induce More Local Innovation?’ (2004) 7(2) Journal of International Economic Law 359. 
238 Carlos M Correa, Intellectual Property Rights, the WTO and Developing Countries: The TRIPS Agreement 

and Policy Options (Zed Books, 2000) 5. 
239 See Extension of the Transition Period under Article 66.1 for Least-Developed Country members, Decision of 

11 June 2013 (IP/C/64). 
240 See Extension of the Transition Period under Article 66.1 of the TRIPS Agreement for Least Developed 

Country Members for certain Obligations with respect to Pharmaceutical Products, Decision of 6 November 2015 

(IP/C/73). 
241 Interview: Intellectual Property Office (Olugbenga Olatunji, Kigali, Rwanda, 21 May 2018). 
242 See chapter six, section 6.4. 
243 Ibid, section 6.3. 
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2.4.4 Continued reliance on Indian generics is threatened    

Before (and even after) TRIPS, the EAC partner states have considerably relied on low-cost 

generic medical products from India (and sometimes, China) to meet their public health 

demands. A 2015 article, for instance, reports that Kenya (the only developing country in the 

region) met 72 percent of its local medical needs through imports from India and China; and 

while a figure was not given, the article also reports that Uganda and Tanzania heavily relied 

on India for the same purpose.244 This trend had not changed (and is not likely to change soon 

as this thesis subsequently shows) as at 2018 when this researcher interviewed stakeholders 

from the leading pharmaceutical firms in the region.245 All interviewed stakeholders admitted 

that reliance on Indian generics, both for formulations and active pharmaceutical ingredients, 

stood at over 70 percent.246 How, then, is the current globalised regime threatening this? 

Prior to TRIPS, India was dubbed as the ‘pharmacy of the developing countries’ owing to the 

ability of its generic industry to provide access to essential medical products at a fraction of the 

prices in other markets: a feat made possible by its then patent law which only offered process 

patent for pharmaceuticals and limited patent term to seven years from filing or five years from 

grant.247 TRIPS, however, ends this by imposing the obligation to offer patent in ‘all fields of 

technology’ and setting the minimum patent term at 20 years;248 and by giving developing 

countries with no prior product patent until 2005 to comply.249 This notwithstanding, India has 

remained a relevant market for affordable access owing to its deft use of TRIPS flexibilities.250  

Recent developments, however, indicates that the continued use of flexibilities by Indian 

generic producers may be under threat from different quarters: multinational corporations, the 

US government, and proliferation of FTAs. In their article, Chaudhuri, Park and Gopakumar 

reference several attempts by multinational corporations to weaken the Indian generic industry 

using the judicial process. 251  They particularly cite the example of the use of judicial 

 
244 Moses Mulumba and Rangarirai Machemedze, ‘Addressing Bottlenecks to Local Production of Medicines: 

Issues for International Co-operation in East and Southern Africa’ (2015) 1(3) Journal of Health Diplomacy 1, 7.  
245 See chapter five, section 5.3.2. 
246 Ibid.  
247 India Patent Act of 1970 (unamended version) secs 5(a) and 53.  
248 TRIPS (n 7) arts 27 and 33. 
249 Ibid art 66(4). 
250 Section 3(d): a second use patent will only be granted if it meets the enhanced efficacy threshold; s 107(A): 

experimental use including for exports; and s 25(A): pre-grant opposition: see India Patents (Amendment) Act No 

15 of 2005. 
251 Sudip Chaudhuri, Chan Park and K M Gopakumar, United Nations Development Programme, ‘Five Years into 

the Product Patent Regime: India’s Response’ (2010). 
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harassment by corporations whenever the Indian patent office rejected patent applications for 

falling short of the Indian patentability standards.252  Other options that corporations have 

deployed, according to Gopakumar, include: lobbying against the use of sections 3(d), 25(A) 

and 107(A) of Indian Patent Act—these cover the provisions against evergreening, pre-grant 

opposition procedure and experimental use exception respectively; resort to the court system 

to challenge the use of flexibilities; and lastly, discouraging generic producers from using 

flexibilities by proactively granting them voluntary licensing and conferring on them the 

obligation to protect the patent rights in the medical products.253  

The US actions have also continuously threatened generic capacity in India, an eventuality that 

TRIPS seems to have legitimised. Médicins Sans Frontières provides a comprehensive timeline 

of the US attacks against legitimate uses of flexibilities in India.254 Instances of these include 

after India granted compulsory licensing to Natco to manufacture Bayer AG’s cancer drug and 

when Indian Supreme Court ruled against Novartis in respect of the its application to patent 

‘Gleevec’ in India.255 Despite India’s assertion to its right to so act under its patent law and 

TRIPS, the US continuously called India out for ‘breaching’ TRIPS, and has made it a habit to 

place India on its ‘Priority Watch List’ on a yearly basis.256    

A third and last threat is the one posed by the proliferation of FTAs. While India is presently 

not a party to an FTA with significant TRIPS-plus implications, and while it had recently pulled 

out of the Regional Comprehensive Economic Partnership,257 which contains many TRIPS-

plus obligations, India is, nonetheless, currently negotiating FTAs with IP chapters with the 

EU, Australia, and the US.258 With obligations such as data exclusivity, limited grounds for 

using compulsory licensing, patent term extension, patent linkage, and inability to use pre-

grant opposition procedure—all with long-lasting effects for generic entry, should India 

successfully ratify TRIPS-plus FTAs, this will have a ricocheting effect on its generic industry, 

and by extension, on the availability of affordable generic medical products in other LMICs, 

including the EAC partner states. Cumulatively, the efforts of multinational corporations, the 

 
252 Ibid 27. 
253 K M Gopakumar, ‘Product Patents and Access to Medicines in India: A Critical Review of the Implementation 

of TRIPS Patent Regime’ (2010) 3(2) The Law and Development Review 326, 363. 
254 Médecins Sans Frontières, ‘A Timeline of US Attacks on India’s Patent Law and Generic Competition’, 

Médecins Sans Frontières (online, 30 January 2015). 
255 Ibid 2–7. 
256 Ibid. 
257 Latha Jishnu, ‘India’s withdrawal from RCEP a breather on many fronts’ Down to Earth (online, 06 January 

2020) <https://www.bilaterals.org/?india-s-withdrawal-from-rcep-a>. 
258 See Chaudhuri, Park and Gopakuma (n 251) 68; Gopakumar (n 253) 353. 
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continuing attack from the US, and the continuing proliferation of FTAs are all likely to imperil 

the Indian generic industry in the long run. Considering how much reliance the EAC partner 

states place on this market, a threat to the continued availability of affordable generics in India 

will produce a corresponding threat to access in the EAC. 

2.5 CONCLUSION 

This chapter provided a historical account of how the current regime for pharmaceutical patents 

became globalised. It particularly beamed a spotlight on the huge influence that the US, its 

allies and their private sector actors exerted on the process which produced TRIPS and how 

they have continued to champion TRIPS-plus FTA campaign post-TRIPS emergence. One 

major finding of this chapter, however, is that, while it is the developed countries which mostly 

keep the discourse about further increases to IP obligations alive, the effects of any such 

increases will ricochet beyond their walls to faraway LMICs. As the chapter further 

demonstrated, because of the current regime, governments of EAC partner states now have 

their law-making powers subservient to supranational body. This has resulted in a number of 

significant implications for EAC partner states, including: the legitimisation of foreign 

influence in domestic IP rule-setting, the increased difficulty in using some TRIPS flexibilities, 

the embracement of a higher-than-necessary IP regime, and the growing threat to the Indian 

generic market.  

What then can the EAC partner states do to mitigate the effects of these outcomes? One solution 

which the thesis will examine is an effective use of the flexibilities embedded within the 

globalised regime to gradually build pharmaceutical production capacity in the region. To 

successfully do this, however, the EAC partner states will have to adopt a right mix of laws 

and policies and ensure coherence both in their making and implementation. While the EAC 

and its partner states are already taking steps in this direction—enacting policies and laws 

relating to TRIPS flexibilities, increased pharmaceutical production capacity, harmonisation of 

drug registration procedure, and anti-counterfeiting measures—these steps will only produce 

the desired results if they are properly designed and coherently implemented. The rest of the 

thesis (chapters three to seven) will, therefore, examine whether the existing legal and policy 

framework in the region is viable enough to result in a significant enhancement of  

pharmaceutical production capacity.
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Chapter 3:  The East African Community Recommended Approach to 

Implementing TRIPS Flexibilities 

3.1 INTRODUCTION 

Chapter two examined, on the one hand, the origin of the current globalised regime for the 

protection of pharmaceutical patents and, on the other, the constraining impact that the regime 

may have for access to medicines decisions in the East African Community (EAC). The chapter 

equally identified a well-coordinated use of the flexibilities contained in the Agreement for the 

Trade-Related Aspect of Intellectual Property Rights1 (hereafter TRIPS) as one of the measures 

that could help to limit these constraints. In 2013, the EAC adopted the Regional Intellectual 

Property Policy on the Utilisation of Public Health-Related WTO-TRIPS Flexibilities and the 

Approximation of National Intellectual Property Legislation (hereafter the EAC Policy on 

TRIPS Flexibilities). 2   The EAC Policy on TRIPS Flexibilities highlights and suggests 

construction options for all of the TRIPS flexibilities which the EAC partner states are entitled 

to deploy under TRIPS. Intending on subsequently making these recommendations binding, 

the EAC partner states also adopted the EAC Health Protocol on Public Health Related WTO-

TRIPS Flexibilities3 (hereafter the EAC Protocol on TRIPS Flexibilities), which was annexed 

to the EAC Policy on TRIPS Flexibilities. The EAC Protocol on TRIPS Flexibilities was 

intended to come into force after ratification by all partner states. However, the ratification has 

not yet happened, so that in their current form, the EAC recommendations are merely advisory.4   

The recommendations contained in the EAC documents are the focus of this chapter, and they 

are evaluated under four sections. The next section examines why the World Trade 

Organisation (WTO) members adopt divergent national approaches to implementing TRIPS 

obligations, despite the fact that TRIPS has repeatedly been described as a ‘minimum-standards’ 

agreement. This section seeks an answer within the WTO jurisprudence itself. The second 

section analyses the EAC recommendations on each flexibility with a view to benchmarking 

them against international common practices for implementation among WTO members. The 

 
1 Marrakesh Agreement Establishing the World Trade Organisation, opened for signature 15 April 1994, 1869 

UNTS 299 (entered into force 1 January 1995) annex 1C (Agreement on Trade-Related Aspects of Intellectual 

Property Rights). 
2 EAC Secretariat, 2013. 
3 EAC Secretariat, 2013. 
4  See Caroline B Ncube, ‘Three Centuries and Counting: The Emergence and Development of Intellectual 

Property Law in Africa’ in Rochelle Dreyfuss and Justine Pila (eds), The Oxford Handbook of Intellectual 

Property Law (Oxford University Press, 2018) 409, 424. 
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final section restates the major highlights and opines on how appropriate the EAC preferred 

approach is to enhancing pharmaceutical production capacity. 

3.2 DIVERGENT APPROACHES TO IMPLEMENTING TRIPS 

TRIPS establishes minimum standards in respect of substantive intellectual property (IP) rights 

below which WTO members must not go. However, identifying what obligations are minimum 

may sometimes be complicated. For instance, while identifying ‘minimum obligations’ for 

national treatment,5 most favoured nation principle (MFN),6 and term of protection7 may be 

devoid of subjective interpretations, doing so for compulsory licensing,8 exceptions to rights 

conferred,9 and patentability requirements10  can be convoluted. That the latter cases elicit 

divergent responses from members may raise the question of compliance with TRIPS as a 

‘minimum-obligations’ agreement. This section, therefore, considers whether divergent 

responses by WTO members to some of TRIPS’s common obligations are reconcilable with 

the TRIPS regime. 

It is argued herein that the provisions of TRIPS articles 1, 7 and 8, as later reaffirmed by the 

Doha Declaration on the TRIPS Agreement and Public Health (hereafter Doha Declaration),11 

provide the legal basis for divergent national approaches to implementing TRIPS. Setting the 

permissive tone, TRIPS article 1(1) provides: ‘Members may, but shall not be obliged to, 

implement … more extensive protection than is required by this Agreement.’ This shows that 

obligations exceeding the established minimum are, as a general rule, compliant with the 

TRIPS regime. Further, in providing that members ‘shall be free to determine the appropriate 

method of implementing the provisions of this Agreement within their own legal system and 

practice,’12 TRIPS creates a deference system in favour of its members, thereby legitimising 

divergent interpretations of common obligations. 13  This seems to validate divergent 

constructions of fluid obligations such as patentability requirements (novelty, inventiveness 

and industrial applicability) or grounds for granting compulsory licences or for determining 

whether certain uses fall within the class of permitted exceptions to the rights conferred. 

 
5 TRIPS (n 1) art 3. 
6 Ibid art 4. 
7 Ibid art 33. 
8 Ibid art 31. 
9 Ibid art 30. 
10 Ibid art 27. 
1114 November 2001 (WT/MIN(01)/DEC/2).  
12 TRIPS (n 1) art 1(1). 
13 Molly Land, ‘Rebalancing TRIPS’ [2012] Michigan Journal of International Law 433, 466. 
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Additional basis for this approach is traceable to the ‘objectives’ article (article 7). This article 

provides that the ‘protection and enforcement of intellectual property rights should’: 

• ‘contribute to the promotion of technological innovation’; 

• contribute ‘to the transfer and dissemination of technology’; 

• contribute ‘to the mutual advantage of producers and users of technological 

knowledge’; 

• be ‘in a manner conducive to social and economic welfare’; and 

• achieve ‘a balance of rights and obligations.’14  

In the absence of details in TRIPS on how these objectives are to be construed, members 

become the determinants of what the best approach is; hence, the emergence of divergent 

national approaches built around best interests of members. On the ‘promotion of technological 

innovation’, for example, some members may believe that only a TRIPS-plus regime with 

provisions such as patent term extension, patent linkage and data exclusivity will incentivise 

inventors to innovate more. 15  In contrast, other members may seek to achieve the same 

objective by excluding TRIPS-plus provisions, believing that too much protection may stifle 

innovation. While the former example finds favour among developed country members, the 

latter instance is prevalent among low and middle income country (LMIC) members. 

Similarly, a member may implement ‘the transfer and dissemination of technology’ objective 

by establishing a local-working regime under which patent owners are mandated to work their 

inventions in the country of grant, failing which punitive measures such as compulsory 

licensing and revocation may be taken against the culprits. Brazil and India take this route 

under the assumption that a local working regime will promote local dissemination of 

technology among local experts.16 There are other WTO members, however, whose response 

is the establishment of a stronger IP regime; a response hinged on the belief that such regime 

will promote technology transfer to their domains—this is, again, a common approach among 

developed countries. This same approach is applied in implementing the remaining objectives, 

as it will largely require members’ subjective judgments to determine how best to achieve a 

 
14 TRIPS (n 1) art 7. 
15 See chapter two, section 2.3. 
16 The compliance of local working exception with the TRIPS was briefly discussed in chapter two, section 2.2.4; 

see generally: Industrial Property Law (Brazil) Law No 9.279 of 1996, art 68(1) I; Patents Act (India) No 39 of 

1970 (subsequently ‘India Patents Act’) s 83; Marketa Trimble, ‘Patent Working Requirements: Historical and 

Comparative Perspectives’ (2016) 6(3) UC Irvine Law Review 483.  
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balance between producers and users of IP rights and obligations, or to balance IP rights against 

social and economic welfare.17      

The principles established under TRIPS article 8 also accommodate divergent approaches. For 

instance, article 8(1) recognises that in implementing TRIPS domestically, members may 

‘adopt measures necessary to protect public health and nutrition, and to promote public interest 

in sectors of vital importance to their socio-economic and technological development….’ Any 

such measures intended to ‘protect public health and nutrition’ will vary from one member to 

another, just as the definition of ‘sectors of vital importance’ will differ among members.18 The 

article 8(2) principle is in no way different, seeing as it concedes to members the freedom to 

adopt measures necessary ‘to prevent the abuse of intellectual property rights by rights holders 

or the resort to practices’ which may restrain trade or disadvantage technology transfer. 

The Doha Declaration also reaffirms the central role of WTO members in the implementation 

of TRIPS.19 This Declaration is about the only positive outcome from the now moribund Doha 

Round of the WTO which began in 2001. 20  It was unanimously adopted to clarify and 

underscore members’ rights to determine how to interpret the TRIPS flexibilities on public 

health, including the rights to grant compulsory licences and determine the grounds for grant;21 

to define national emergency or other circumstances of extreme urgency;22 and to adopt a 

preferred exhaustion regime.23     

However, while it is true that TRIPS defers to members in construing some of its obligations, 

this deference is not absolute. This explains why articles 1, 7 and 8 of TRIPS as well as the 

Doha Declaration all limit the extent to which WTO members can wield this deference. For 

instance, while TRIPS article 1 allows members to offer higher protection, it conditions such 

protection on the ground that it does ‘not contravene the provisions of this Agreement’—in 

other words, it must generally be ‘consistent’ with the TRIPS regime. Relatedly, the autonomy 

enjoyed by members in pursuing the objectives outlined in TRIPS article 7 is impliedly 

curtailed by the need for any chosen approach to be ‘consistent’ with TRIPS’s minimum 

standards system. Several paragraphs in the Doha Declaration also leave no doubt that the 

 
17 See generally Hiroko Yamane, Interpreting TRIPS: Globalisation of Intellectual Property Rights and Access to 

Medicines (Hart Publishing, 2011).  
18 TRIPS (n 1) art 8(1). 
19 Doha Declaration (n 11).  
20 See <https://www.wto.org/english/tratop_e/dda_e.htm>; see also chapter two, sections 2.3 and 2.4.2.  
21 Doha Declaration (n 11) [5b]. 
22 Ibid [5c). 
23 Ibid para [5d]. 
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deference to members to determine when and how to use flexibilities must be ‘consistent’ with 

the general philosophy underpinning the TRIPS regime.24 Finally, TRIPS article 8 re-echoes 

the ‘consistency’ test and introduces a ‘necessity’ test where WTO members decide to take 

measures toward protecting public health and nutrition, and toward preventing abuse of IP 

rights. Therefore, to be validly exercised, the ‘deference’ power must pass the ‘consistency’ 

test in some cases, and both the ‘consistency’ and ‘necessity’ tests in other cases. 

In view of the fact that the WTO Dispute Settlement Body (DSB)25 (the body responsible for 

trade and trade-related dispute resolution) has not had the opportunity to interpret the ‘necessity’ 

test from TRIPS’s perspective, some scholars26 have resorted to DSB’s interpretation of a 

similar test under the General Agreement on Tariffs and Trade (hereafter GATT) framework.27 

Writing on GATT ‘necessity’ test, Henckels opines: ‘… a discriminatory trade measure is only 

“necessary” … if no other measure, less inconsistent with GATT, is available, and all other 

options reasonably available to a member are exhausted before the measure is invoked.’28 

Applied to TRIPS ‘necessity’ test, it appears any measure taken by a WTO member to promote 

public health will only be deemed ‘necessary’ if it is the least rights-invasive measure to 

achieve that purpose, and only after other probable least rights-invasive measures have been 

unsuccessfully considered.  

For instance, while TRIPS neither defines patentable subject-matter nor exhaustively provides 

for excluded subject-matters, a member will likely be unsuccessful in arguing that excluding 

pharmaceutical inventions from patentability is a necessary measure to improve access to 

medicines. A measure such as this will likely be deemed ‘unnecessary’ because there are other 

less rights-invasive options which could be used to achieve the same end—examples here will 

include voluntary licensing, compulsory licensing, government use and parallel importation.29 

 
24 For instance, the Doha Declaration reiterates members’s ‘commitment to the TRIPS Agreement’: ibid [4]. 
25 See chapter two, section 2.2.4. 
26 See for instance Panagiotis Delimatsis, ‘Who is Afraid of Necessity? And Why It Matters?’ in Aik Hoe Lim 

and Bart De Meester (eds), WTO Domestic Regulation and Services Trade: Putting Principles into Practice 

(Cambridge University Press, 2014) 97–8; however, there are authors who believe that GATT’s approach is not 

useful in construing the TRIPS ‘necessity test’: see for instance, Alison Slade, ‘The Objectives and Principles of 

the WTO TRIPS Agreement: A Detailed Anatomy’ (2016) 53(3) Osgoode Hall Law Journal 948; World Trade 

Organisation, ‘“Necessity Tests” in the WTO’ (S/WPDR/W/27) 2 December 2003. 
27 Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 1994, 1867 

UNTS 3 (entered into force 1 January 1995) annex 1A (‘General Agreement on Tariffs and Trade 1994’) art XX 

(d). 
28 Caroline Henckels, ‘The Ostensible ‘Flexibilities’ in TRIPS: Can Essential Pharmaceuticals Be Excluded from 

Patentability in Public Health Crises? (2006) 32(2) Monash University Law Review 335, 341. 
29 Ibid.  
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The ‘consistency’ test, on the other hand, provides a yardstick for measuring divergent national 

approaches against the minimum standards espoused in TRIPS.30 Areas which may be affected 

include adoption of a higher protection regime, implementation of TRIPS objectives, and 

adoption of measures for promoting public health and nutrition or for preventing abuses of IP 

rights. Any national approach which is irreconcilable with TRIPS’s minimum obligations will 

be deemed to have breached the ‘consistency’ test.31 Unlike TRIPS ‘necessity’ test, the DSB 

in Canada—Patent Protection of Pharmaceutical Products32 provided some guidelines on how 

the ‘consistency’ test is to be applied. The Panel first examined the scope of the non-

discriminatory obligation under TRIPS article 27(1); followed by a consideration of the rights 

conferred on patent owners under TRIPS article 28; finally, it determined whether Canada’s 

regulatory review and stockpiling exceptions could be accommodated as exceptions under 

TRIPS article 30.33 Applying this three-steps test34 to the Canadian exceptions, the Panel found 

one (regulatory review) ‘consistent’ and the other (stockpiling) inconsistent.35                             

It follows from the foregoing that, while divergent national approaches to the implementation 

of TRIPS’s obligations are permissible, whether any national approach breaches TRIPS 

minimum standards would, however, depend on if such approach complies with TRIPS’s 

‘necessity’ and ‘consistency’ tests. 

3.3 ANALYSING THE RECOMMENDATIONS IN THE EAC POLICY ON TRIPS 

FLEXIBILITIES 

In view of TRIPS’s deference to WTO members on what interpretive approach is preferable, 

the EAC partner states decided to take a harmonised approach to the construction of TRIPS’s 

flexible obligations.462F

36 The result of this was the adoption in 2013 of the EAC Policy on TRIPS 

Flexibilities.37 To give this policy a binding effect, the EAC Protocol on TRIPS Flexibilities 

was later adopted, with a condition that it would enter into force as soon as all partner states 

ratified it.38 However, the requisite ratification has not occurred, thereby making the EAC 

 
30 See Slade (n 26) 986–8. 
31 Ibid.  
32 WT/DS114/R, 17 March 2000. 
33 Ibid 151–69. 
34 Exception must be ‘limited’; not ‘unreasonably conflict with a normal exploitation of the patent’; and must not 

‘unreasonably prejudice the legitimate interests of the patent owner, taking account of the legitimate interests of 

third parties’: see TRIPS (n 1) art 30. 
35 Canada—Patent Protection of Pharmaceutical Products (n 32) 151–69. 
36 See chapter one, section 1.3. 
37 EAC Policy on TRIPS Flexibilities (n 2). 
38 Ibid.  
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Policy on TRIPS Flexibilities merely hortatory.39 This notwithstanding, this section critiques 

the EAC recommendations for approximating the TRIPS flexibilities at the national level. 

3.3.1 Transition period 

Section 2(1) of the EAC Protocol on TRIPS Flexibilities provides as follows: 

Pursuant to Article 66.1 of the TRIPS Agreement, the Decision by the WTO Council for TRIPS of 27 

June 2002, and Paragraph 7 of the Doha Declaration on the TRIPS Agreement and Public Health, all 

Partner States qualified … as Least-Developed Countries (LDCs) shall exclude from patent protection 

pharmaceutical products and processes until January 1, 2016 or until the expiry of such later period of 

extension ....  

Article 66(1) exempted LDCs from applying provisions of TRIPS, ‘other than Articles 3, 4 and 

5…’ until 1 January 2006 (hereafter the general exemption), in recognition of their special 

status as countries with ‘economic, financial and administrative constraints’ and with special 

need for ‘flexibility to create a viable technological base….’ This article reserved to LDCs the 

right to make duly-motivated requests to the Council for TRIPS for further extensions. LDCs 

took advantage of this provision in 2001 when they made a duly-motivated request for 

extension during the Doha Round40 at which the African Group pioneered the adoption of the 

Doha Declaration.41 In paragraph 7 of the Doha Declaration, and as part of the clarifications 

on how to construe TRIPS obligations for the purpose of public health, WTO members agreed 

to create a parallel exemption regime for LDCs in respect of ‘pharmaceutical products’ 

(hereafter the pharmaceutical exemption) until 1 January 2016. This new exemption relieved 

LDCs from the obligations to offer patents for pharmaceuticals under section 5 and to protect 

undisclosed information (also in respect of pharmaceuticals) under section 7 of TRIPS.42 

Members then ‘instruct[ed] the Council for TRIPS to take the necessary action to give effect 

to this [the pharmaceutical exemption].’43 It is in response to this instruction that the Decision 

of the Council for TRIPS of 27 June 2002 was adopted to formalise the pharmaceutical 

exemption.44 

 
39 See Ncube (n 4) 424.  
40 See World Trade Organisation, ‘The Doha Round’, <https://www.wto.org/english/tratop_e/dda_e/dda_e.htm>. 
41 See James Thuo Gathii, ‘The Legal Status of the Doha Declaration on TRIPS and Public Health under the 

Vienna Convention on the Law of Treaties’ (2002) 15(2) Harvard Journal of Law and Technology 292, 296.  
42 Doha Declaration (n 11) [7]. 
43 Ibid.  
44 Extension of the Transition Period under Article 66.1 of the TRIPS Agreement for Least-Developed Country 

Members for certain Obligations with respect to Pharmaceutical Products, Decision of the Council for TRIPS of 

27 June 2002 (IP/C/25) (Decision of 27 June 2002). 
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In light of the foregoing provisions on the transition period, the EAC Policy on TRIPS 

Flexibilities recommends that LDC partner states (Uganda, Rwanda, Burundi, Tanzania and 

South Sudan) should take advantage of the pharmaceutical exemption to exclude patent 

protection for pharmaceutical products and processes until 2016, and to include provisions 

which would allow them benefit from any subsequent extension.45 The latter recommendation 

requiring that partner states be future-focused in implementing the transition period would later 

pay off for the EAC partner states. For instance, further extensions of the general exemption 

were granted twice: first, from 1 January 2006 to 1 July 201346 and, second, from 2013 to 1 

July 2021.47 The pharmaceutical exemption was also extended from 1 January 2016 to 1 

January 2033.48 The recommended implementation approach ensures that partner states are 

able to benefit from future extensions without having to amend national laws each time a new 

extension is granted. 

Meanwhile, concerning the exclusion of patent protection for ‘pharmaceutical processes’, it 

has been argued that excluding patent protection for ‘pharmaceutical processes’ is TRIPS-

inconsistent: a suggestion based on the premise that the Doha Declaration, as later formalised 

by the 2002 Decision of the Council for TRIPS, expressly refers to ‘pharmaceutical products’.49 

Rejecting this view, Abbott opines that the term ‘pharmaceutical product’ as used in these 

documents should be construed as covering process patents issued in respect of pharmaceutical 

products.50 Abbott’s interpretation is more convincing especially when considered against the 

background that led to the adoption of the Doha Declaration. As already explained, the Doha 

Declaration became necessary to clarify the role of TRIPS and the extent to which WTO 

members enjoy the freedom to use public health-related flexibilities.51 This being the case, it 

is more probable that members were more concerned about measures that would increase 

access to medical products—the final outputs of patented pharmaceutical inventions—than a 

 
45 EAC Protocol on TRIPS Flexibilities (n 3) s 2(1). 
46 Extension of the Transition Period under Article 66.1 for Least-Developed Country members, Decision of 29 

November 2005 (IP/C/40) (Decision of 29 November 2005). 
47Extension of the Transition Period under Article 66.1 for Least-Developed Country members, Decision of 11 

June 2013 (IP/C/64) (Decision of 11 June 2013).   
48 Extension of the Transition Period under Article 66.1 of the TRIPS Agreement for Least Developed Country 

Members for certain Obligations with respect to Pharmaceutical Products, Decision of 6 November 2015 (IP/C/73) 

(Decision of 6 November 2015). 
49 See Decision of 27 June 2002 (n 44); see also United Nations Conference on Trade and Development and 

International Centre for Trade and Sustainable Development, Resource Book on TRIPS and Development 

(Cambridge University Press, 2005) 715 (Resource Book on TRIPS and Development) 720. 
50 Frederick M Abbott, ‘The Doha Declaration on the TRIPS Agreement and Public Health: Lighting a Dark 

Corner at the WTO’ (2002) 5(2) Journal of International Economic Law 469, 504. 
51 See section 3.2 above.  
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nuanced distinction between pharmaceutical products and processes. It, therefore, does not 

appear tenable that the pharmaceutical exemption only applies to pharmaceutical products to 

the exclusion of pharmaceutical processes—at least as long as this exemption subsists.     

In addition to the pharmaceutical exemption, the EAC also recommends that LDC partner 

states which had already made provision for a mailbox system should abolish it. 52  The 

obligation to accept ‘mailbox’ applications derives from TRIPS article 70(8)(a) and is imposed 

on WTO members whose laws did not offer patent protection to pharmaceutical and 

agricultural chemical products as of the date TRIPS entered into force. Such members were 

required, from the date TRIPS generally entered into force, to designate a system which would 

allow prospective patent applicants to submit their patent applications into a metaphorical 

mailbox; these applications would then be considered for grant as soon as the obligations of 

these countries to offer patent protection for pharmaceutical (and agricultural chemical) 

products enter into force. This recommendation raises two questions: (1) are LDCs exempted 

from the mailbox obligations? And (2) is it TRIPS-compliant for members to rollback on 

already assumed obligations as the EAC LDCs are advised to do under the Protocol?  

On the first question, one view is that LDCs are obligated to establish a mailbox system prior 

to when it will become mandatory for them to offer patent protection for pharmaceuticals.53 

The contention here is that the pharmaceutical exemption recognised under the Doha 

Declaration and subsequently affirmed in Council Decisions is very specific, exempting patent 

protection only for pharmaceutical products and undisclosed information.54 If an exemption of 

mailbox obligation was intended, this line of argument goes, it would have been included 

expressly alongside these two.55 The proponent further alludes to the fact that when the Council 

for TRIPS intended to waive exclusive marketing rights obligation for LDCs, a July 2002 

Decision was adopted to postpone compliance until 2016.56 TRIPS article 70(9) mandates 

WTO members who are obligated to establish a mailbox system to also grant a maximum of 

five years exclusive marketing rights to owners of mailbox applications, provided certain 

conditions are met.57  

 
52 EAC Protocol on TRIPS Flexibilities (n 3) s 2(2).  
53 Resource Book on TRIPS and Development (n 49) 723. 
54 See Decision of 27 June 2002 (n 44); see also Abbott (n 50) 502.  
55 Resource Book on TRIPS and Development (n 49) 719. 
56 See Least-Developed Country Members—Obligations under Article 70.9 of the TRIPS Agreement with respect 

to Pharmaceutical Products, Decision of 8 July 2002 (WT/L/478). 
57 A patent application must have been filed and a patent granted in respect of that product in another WTO 

member.  
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Going by this view, the recommendation to exclude mailbox application will be inconsistent 

with TRIPS. However, in support of the EAC approach, one may counter-argue that the general 

exemption under TRIPS article 66(1) is broad enough to accommodate an exemption from the 

mailbox obligation, since LDCs are only mandated to comply with articles 3, 4 and 5. A further 

rebuttal is that the continuing nature of the exemptions to which LDCs are entitled under TRIPS 

is such that requiring them to fulfil a mailbox obligation is practically untenable. For instance, 

since TRIPS entered into force for LDCs in 2006, both the general and pharmaceutical 

exemptions have been extended—the former in 2013 and 2021, the latter from 2016 to 2033, 

and they may be further extended if LDCs meet the ‘duly motivated requests’ requirement. 

This being the case, patent applications ‘dropped’ in mailboxes in LDCs since 2006 when that 

obligation first arose, may remain in the metaphorical box indefinitely for as long as further 

extension requests are made and granted. 

The second question concerns whether rolling back the mailbox obligation will align with 

TRIPS’s intent. An LDC rolls back its obligations under TRIPS when it lowers the standard of 

IP protection enacted in its law as a result of extension to the transition period granted under 

TRIPS article 66(1). The idea has been mooted elsewhere, relying on a paragraph from the first 

extension of the general exemption adopted in 2005, that LDCs will be in breach of TRIPS if 

they rollback their IP provisions.58 The paragraph on which this argument is pivoted is worded 

as follows: LDCs ‘will ensure that any changes in their laws, regulations and practice made 

during the additional transitional period do not result in a lesser degree of consistency with the 

provisions of the TRIPS Agreement.’59 (Emphasis added).  

It is arguable that, by not using the modal verb ‘shall’, which is often used to convey mandatory 

obligations in law,60 this provision against rollback was not intended to bind LDCs; rather it 

was intended to serve a persuasive purpose. 61  More importantly, considering that TRIPS 

clearly recognises the rights of LDCs to use flexibilities to the extent legally permissible, it 

does not seem likely that the Council for TRIPS would be able to derogate from these rights, 

using a Decision such as this. Thus, it was not surprising that the subsequent Decision (adopted 

in 2013) affirmed in unmistakable terms the rights of LDCs to use flexibilities.62 For instance, 

 
58 See Frederick M Abbott, ‘Technical Note: The LDC TRIPS Transition Extension and the Question of Rollback’ 

(Policy Brief No 15/2013, International Centre for Trade and Sustainable Development, 2013).   
59 Decision of 29 November 2005 (n 46) [5]. 
60 See for instance Dennis Pearce, Statutory Interpretation in Australia (Lexis Nexis Australia, 9th ed, 2019). 
61 The toning down of the obligation against rollback in a subsequent Decision of the Council for TRIPS seems 

to make this view more probable: see the Decision of 11 June 2013 (n 47) [2]. 
62 Ibid.  
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while the 2013 (and the latest) Decision recognises the progress already made by LDC 

members ‘including in accordance with paragraph 5 of IP/C/40 [referencing the 2005 Decision]’ 

and ‘their determination to preserve and continue the progress towards implementation of the 

TRIPS Agreement’, it equally recognises their right to make ‘full use of the flexibilities 

provided’ under TRIPS.63 (Emphasis added). This being the case, LDC members will not 

violate TRIPS by rolling back obligations such as the mailbox obligation which fall within the 

confine of flexibilities to which they are entitled.              

Apart from these questions, it is also necessary to query the extent to which the EAC 

recommended approach fully maximises the use of the transition period. For instance, why is 

the recommendation silent on the general exemption, which has now been extended until 2021 

and the exclusive marketing rights exemption? On the failure to advocate that the general 

exemption be used because it only mandates compliance with TRIPS articles 3, 4 and 5, the 

EAC decision may derive from the belief among LMICs that a country without a patent or 

strong patent system cannot attract technology transfer and foreign direct investments.64 That 

the EAC does not use this exemption further affirms the point made previously that the 

globalised patent regime conditions what and how flexibilities are implemented and used.65  

Regarding the second query, given that the EAC Policy and Protocol on TRIPS Flexibilities 

were adopted in 2013, it would have been expected that the EAC would equally advise its 

partner states to domesticate the exclusive marketing rights exemption which was available to 

LDCs until 2016. This, however, did not happen. One possible explanation for exclusion, it is 

argued elsewhere, is that the objective of the pharmaceutical exemption is broad enough to 

include exemption from the exclusive marketing rights obligation.66 The proponent of this view 

opines that, were LDC members to be required to honour exclusive marketing rights obligation, 

‘the availability of less costly generic copies of a drug would be seriously put into question’ 

and this would have defeated the objective of granting pharmaceutical exemption in the first 

place.67 That the exclusive marketing rights exemption was not extended after 2016 supports 

the assertion that there may be no need for a separate exclusive marketing rights exemption in 

 
63 Ibid.  
64 See chapter two, section 2.4.3. 
65 Ibid.  
66 Resource Book on TRIPS and Development (n 49) 722–3. 
67 Ibid. 
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addition to the pharmaceutical exemption which is already in place. Not including it in the EAC 

recommendation is, therefore, not fatal. 

3.3.2 Patentability criteria 

The general obligation in respect of the patent eligibility of inventions is established in TRIPS 

article 27(1), which provides: ‘…patents shall be available for any inventions, whether products 

or processes, in all fields of technology, provided that they are new, involve an inventive step 

and are capable of industrial application.’ (Emphasis added). Summarised, an invention will 

only be patentable if it is ‘new’, involves ‘an inventive step’ and is ‘capable of industrial 

application’. However, because TRIPS does not define the concepts of ‘new’, ‘inventive step’ 

and ‘industrial application’, WTO members often invoke this non-definition as a flexibility 

justifying constructions based on national quiddities. For instance, most WTO members 

occupying the lower or middle rung of the innovation ladder (for instance, India, Brazil, China, 

among others) are wont to construe these requirements strictly with the aim of preventing 

evergreening and providing a broad public domain for upcoming innovators. In contrast, in 

WTO members with established innovative capacities (the US, the European Patent 

Convention (EPC) countries and Canada for example), the common practice in construing these 

terms is to adopt a more permissive approach, which incentivises innovations and encourages 

more technological breakthroughs.         

Apart from a divergent approach to conceptual construction, WTO members have also 

responded differently when approximating the ‘patentable subject-matter’ obligation at 

national level. Two broad approaches are identifiable. Under the first approach, WTO members 

proceed from the assumption that a subject-matter is patent eligible if it: (1) complies with the 

trinity test of novelty, inventive step and industrial applicability; (2) does not fall under TRIPS-

type exclusion list; and/or (3) is not expressly delineated by national patent laws as being patent 

ineligible.68 EPC countries69 and India70 are examples of members using this approach.  

Under the second approach, members adopt a broad definition of patent eligibility, while 

authorising the courts to determine the specific question of whether the subject matter of a 

challenged patent application/grant satisfies this definition. The United States (US) and 

 
68 See TRIPS (n 1) art 27(2)–(3). 
69 See the Convention on the Grant of European Patents, opened for signature 5 October 1973, 199 UNTS 1065 

(entered into force 7 October 1977) (hereafter EPC) arts 52–3. 
70 India Patents Act (n 16) ss 2–3. 
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Australia epitomise this approach. In the US, for instance, an invention is only patent eligible 

if it is one of process, machine, manufacture, or composition of matter or if it falls within the 

judicial exceptions.71  Similarly, in Australia, the determination of  what subject-matter is 

patent eligible begins with the ‘manner of manufacture’ enquiry.72 In ascertaining whether a 

proposed subject-matter meets the ‘manner of manufacture’ standard, the Australian courts had 

initially imposed two conditions: (1) whether the subject-matter is ‘an artificially created state 

of affairs’; and (2) whether ‘it has economic utility’.73 Recently, however, the Australian High 

Court in D’Arcy v Myriad Genetics Inc,74 added a third condition the application of which is 

limited to instances where the subject-matters in issue are ‘outside the boundaries of judicial 

development’—for instance, in cases relating to natural phenomena.75 In such instances, the 

subject-matter, in addition to fulfilling the two conditions above, must also comply with the 

relevant components of the ‘factorial approach’ established in the D’Arcy case.76 

The first approach is recommended by the EAC: patent eligibility depends on whether a 

proposed subject-matter satisfies the patentability criteria and is not expressly excluded from 

patentability either.77 This, according to the EAC, is to ensure ‘that EAC Partner States have 

enough policy space for public health purposes.’78 The EAC recommendations on each of the 

three patentability criteria are fully discussed below, while the issue of exclusion is addressed 

in the next subsection. 

Novelty 

The EAC Protocol on TRIPS Flexibilities provides: 

 
71 See the Patent Act of 1952, 35 USC §101 (2012); on how the US judiciary has applied this provision, see: 

Diamond v Chakrabarty 447 US 303 (1980), Mayo Collaborative Services v Prometheus Laboratories, Inc, 566 

US 66 (2012); Bilski v Kappos 561 US 593 (2010); Association for Molecular Pathology v Myriad Genetics, Inc, 

569 US 576 (2013); for a general discussion of the patent eligibility question in the US, see: Rochelle Dreyfuss, 

Jane Nielsen and Dianne Nicol, ‘Patenting Nature—A Comparative Perspective’ (2018) Journal of Law and the 

Biosciences 1; Dianne Nicol et al, ‘International Divergence in Gene Patenting’ (2019) 20 Annual Review of 

Genomics and Human Genetics 519; Timo Minssen and Robert M Schwartz, ‘Separating Sheep from Goats: A 

European View on the Patent Eligibility of Biomedical Diagnostic Methods’ (2016) Journal of Law and the 

Biosciences 1, 6–8; Julian Cockbain and Sigrid Sterckx, ‘Are Natural Products and Medical Diagnostic Tests still 

Eligible for Patents in the USA?’ (2012) 1(4) Pharmaceutical Patent Analyst 365, 367.  
72 Patents Act 1990 (Cth) s 18(1)(a). 
73 See National Research Development Corp v Commissioner of Patents (1959) 102 CLR 252. 
74 [2015] HCA 35.  
75 Ibid. 
76 Ibid; on how the Australian courts approach the issue of patentable subject-matter and excluded subject-matter, 

see generally: Jane Nielsen and Dianne Nicol, ‘The Reform Challenge: Australian Patent Law and the Emergence 

of 3D Printing’ in D Mendis, M Lemley and M Rimmer (eds), 3D Printing and Beyond: Intellectual Property and 

Regulation (Edward Elgar Publishing, 2019) 325; Dreyfuss, Nielsen and Nicol (71).  
77 EAC Policy on TRIPS Flexibilities (n 2). 
78 Ibid 13. 
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All Partner States shall provide for and apply a strict novelty requirement through considering a wide 

concept of prior art, including everything disclosed to the public whether by use, in written or oral form ... 

which are published anywhere in the world and which can be accessed by the general public.79  

The EAC proposition seems to align with what could be perceived as the best practice among 

WTO members. For instance, under the EPC, ‘novelty’ is assessed against the worldwide prior 

arts available before the European patent filing date, including written publications, oral 

descriptions, uses, and contents of yet-to-be published prior applications. 80  A similar 

interpretative approach is adopted in the patent laws of specific WTO members such as the 

United Kingdom (UK), 81  Japan, 82  Canada 83  and India. 84  Until 16 March 2013 when the 

America Invents Act came into force, the US took a different trajectory vis-à-vis novelty, 

defining it in term of what formed part of the US prior arts.85 Following the entering into force 

of the new Act, however, the US abandoned its narrow conceptualisation of novelty to join the 

harmonised approach under which proposed invention is assessed against worldwide prior 

arts.86 This restrictive interpretation aligns with the EAC’s regional objective of widening the 

public domain to promote public health.  

Inventive step 

Inventive step—also known as non-obviousness—is used to assess whether an improvement 

asserted in a patent application is substantial enough to justify patent grant.87  It plays an 

important role in the patent grant process by filtering out low quality inventions, thereby 

ensuring that only inventions which meet the set quality standards benefit from government 

monopoly rights. In fact, the inventiveness requirement is about the most important and most 

difficult to administer criterion; hence, its description by Cornish as ‘the largest single cause 

of uncertainty about the validity of patents.’88  

 
79 EAC Protocol on TRIPS Flexibilities (n 3) s 5(1). 
80 EPC (n 69) art 64. 
81 See Patent Act (United Kingdom) 1977 (as amended 1 October 2017) (hereafter UK Patent Act) s 2. 
82 Patent Act (Japan) Act No 121 of April 13, 1959, art 29(1). 
83 Patent Act, RSC 1985, c P-4 (subsequently ‘Canada Patent Act’), s 28(2). 
84 See India Patent Act (n 16) s 2(1)(l). 
85 During this time, ‘novelty’ was defeated by: public knowledge or use of the invention in the US; offer for sale 

or sale of the invention in the US; a description of the invention in another patent application with earlier priority 

date in the US; and a description of the invention in a printed publication or patent anywhere in the world.  
86 ‘Novelty’ requirement will now fail if the ‘claimed invention was patented, described in a printed publication, 

or in public use, on sale, or otherwise available to the public before the effective filing date of the claimed 

invention’: See 35 USC § 102(a) (2012). 
87 See generally: Amy L Landers, ‘A Comparative Approach to the Inventive Step’ in Toshiko Takenaka (ed), 

Research Handbook on Patent Law and Theory (Edward Elgar Publishing, 2019) 454.  
88 WR Cornish, Intellectual Property (3 ed, Sweet & Maxwell, 1996) 163. 
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In terms of what approach is prevalent among WTO members, there seems to be substantive 

unanimity in interpretation among members, with many favouring a high standard. The EPC, 

for instance, favours a problem-solution approach which adopts a high inventive step 

threshold.89 Under the EPC, an examiner is required to first determine the prior art(s) closest 

to the claimed invention; second, to objectively frame a technical problem from the closest 

prior art(s), and finally, to ascertain whether, provided with ascertained prior arts and the 

framed technical problem, the claimed invention would have been obvious to a person of 

ordinary skill in the art.90 An examiner must also ascertain the common general knowledge, 

that is, the average knowledge of a skilled person, in the field of technology.91 The scope of 

prior art for this purpose is worldwide and common general knowledge is assessed 

internationally.92 The ‘person skilled in the art’ is defined as a person of ‘average knowledge 

and ability’ who is capable of doing ‘routine work and experimentation’.93 Finally, the EPC 

strictly applies other secondary indicators such as unexpected technical effect, long-felt need, 

and commercial success, to ensure that only quality patents are granted.94   

However, while the EPC has been rightly described as ‘tougher on inventive step’,95 other 

WTO members have, in recent time, also raised their inventiveness standard. In the US, for 

example, the traditional test for obviousness was outlined in Graham v John Deere,96 where 

the overall question was whether a claimed invention would be obvious to an averagely skilled 

person in light of the teaching, suggestions and motivations (‘TSM’) disclosed in prior arts 

before the filing date.97 Commenting on this standard, Cotter opines that the standard was so 

low that many of the patents granted by the United States Patent and Trademarks Office 

(USPTO) and the courts under this test were of low-quality.98 This, however, changed in KSR 

International Co v Teleflex Inc (a case dealing with a combination patent, where each element 

 
89 See generally Guidelines for Examination in the European Patent Office, November 2019 (hereafter EPC 

Guidelines). 
90 Ibid part G chapter VII. 
91 Ibid.  
92 Ibid.  
93 Ibid.  
94 Ibid.  
95 See John Brunner et al, ‘The Patentability Criteria for Inventive Step/Non-Obviousness’ (Working Guidelines 

Q217, International Association for the Protection of Intellectual Property (United Kingdom National Group) 

2011) 3. 
96 The test can be summarised thus: first, determine the scope and content of the prior art; second, ascertain the 

differences between the claimed invention and the prior arts; and third, resolve the level of ordinary skill in the 

pertinent arts: see 383 US 1, 148 (1966). 
97 Ibid.  
98 See Thomas F Cotter, Patent Wars: How Patents Impact Our Daily Lives (Oxford University Press, 2018) 31–

2. 
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of the combination was available in prior arts), where the Court of Appeal for the Federal 

Circuit (CAFC) held that ‘the art did not teach, suggest, or motivate the combination because 

none of it was intended to solve the precise problem the inventor had attempted to solve….’99 

The US Supreme Court overturned this decision, holding, among others, that the USPTO and 

the CAFC should avoid overly rigid and formalistic approach to applying the TSM test to the 

obviousness enquiry. 100  The Court then raised the level of common general knowledge 

expected of a person skilled in the art: s/he not to be seen as an ‘automation’, but as a person 

of ‘ordinary creativity’ with the capacity to try to solve problems by combining multiple prior 

art documents.101 KSR has, therefore, raised the US obviousness standard to that of inventive 

step in Europe.  

Australia is another country which once had a lower inventiveness standard until recently when 

its patent law was amended.102 Prior to these amendments, the standard for assessing common 

general knowledge and prior arts for the purpose of inventive step was the ‘patent area’ (defined 

as Australia) as opposed to the worldwide adopted elsewhere; a skilled person was only 

expected to consider prior art documents which would have been ‘reasonably ascertained’; and 

an applicant could easily pass the test by merely combining prior art documents (that is, the 

notion of making a mosaic).103 The new amendments now require, for instance, that common 

general knowledge be assessed in terms of what existed ‘in or out of the patent area’ before the 

priority date.104 The requirement that prior art documents be reasonably ascertainable has also 

been removed and a higher standard set for mosaicking.105 

The foregoing discussion reveals that any inventiveness enquiry will not be complete without 

providing for important elements such as the scope of prior arts, common general knowledge, 

a person skilled in the art, combination of prior art references and other relevant secondary 

considerations. Members are also free to define each of these elements in accordance with their 

 
99 Ibid 33; see also KSR International Co v Teleflex Inc 228 F App’x 988 (Fed Cir Jun 20, 2007). 
100 KSR International Co v Teleflex Inc 550 US 398, 404 (2007). 
101  Ibid 420–1; see generally Manual of Patent Examining Procedure: 2141 Examination Guidelines for 

Determining Obviousness under 35 USC 103 [R-08 2017]. 
102 See the Intellectual Property Laws Amendment (Raising the Bar) Act 2012 (Cth). 
103 See Landers (n 87) 459; see also AstraZeneca AB v Apotex Pty Ltd [2015] HCA 30. 
104 Patents Act 1990 (Cth), s 7(2). 
105 Ibid s 7(3)(b); in fact, in 2018, another set of draft amendments was proposed to the Australian patent law and 

one of them sought to further increase the ‘inventive step’ threshold to mirror the EPO’s problem-and-solution 

approach. However, the proposed amendment in respect of inventive step was later dropped in 2019: see Emma 

Iles and Marine Giral, ‘Compulsory Licences, Crown Use and Inventive Step – Future Changes to the Patents 

Act’, Herbert Smith Freehills (online, 17 August 2018); Laura Simonds and Claire Dorse, ‘Australian Patent 

Update: Three Key Changes Underway’, Herbert Smith Freehills (online, 15 August 2019).     
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national interests. For the EAC approach, the EAC Protocol on TRIPS Flexibilities provides 

that ‘[i]n the context of the inventive step requirement, all Partner States shall provide that the 

non-obviousness of an invention shall be determined on the basis of a person who is highly 

skilled in the art.’106  

The EAC approach is, however, silent on salient elements, including how prior arts or common 

general knowledge should be defined or how combination patents should be handled. One 

probable explanation may be that the EAC preferred this approach in order to create room for 

partner states to fill-in the details in national inventive step guidelines. The danger in this, 

though, is that it may defeat the rationale behind having a regional approach in the first instance. 

According to the EAC, a regional approach is intended to create sufficient policy space for 

public health purposes.107 Such a goal can only be achieved when all partner states subscribe 

to a high standard of inventive step. Absent details on these crucial elements, there will be 

nothing to compel partner states to, for instance, assess inventive step against worldwide prior 

arts or apply what is worldwide common general knowledge for testing what a person skilled 

in the art should know, or rightly defining a person skilled in the art. This approach can only 

result in unexpected consequence such as the region promoting, among partner states, the 

creation of flexibilities (national) within flexibilities (TRIPS). 

More important is the recommendation that inventive step test should ‘be determined on the 

basis of a person … highly skilled in the art.’108 Although, the section is silent on who this 

imaginary person is, one can surmise that it is intended to set a high standard which will 

invariably make patent grant difficult in the region. The problem with this standard, however, 

is that it is unrealistic. As indicated in all the jurisdictions considered above, and particularly 

in developing countries like India,109 a skilled person has always been defined as a person of 

‘ordinary’ skill who is devoid of extraordinary inventive capacity. 110  This approach is 

suggested because it mirrors the reality that persons with inventive capacity in any field are not 

the rule, but the exception. This being the case, it is more realistic to assess whether an 

invention is obvious or not, using the standard of an averagely skilled as opposed to an 

 
106 EAC Protocol on TRIPS Flexibilities (n 3) s 5(2).  
107 EAC Policy on TRIPS Flexibilities (n 2) 13. 
108 EAC Protocol on Flexibilities (n 3) 5(2). 
109 In India, for instance, such person is presumed to have average skill and capable of completing routine work 

and experimentation: see Guidelines for Examination of Patent Application in the Field of Pharmaceuticals, 

October 2014 (hereafter ‘India Guidelines for Patent Examination’). 
110 Ibid [8.6]. 
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exceptionally skilled person. The EAC approach, therefore, proceeds from a flawed assumption 

that inventive activity is an easily achievable feat among averagely skilled persons.  

Moreover, experience from other jurisdictions shows that the requirement of inventiveness is 

a peculiar one because its interpretation is significantly influenced by judicial subjectivity. 

Hence, a standard is not high simply because a statute provides so; rather, it is high because 

the court interprets it as such.111 The EAC should avoid complicating this test by simply 

following the common practice of using a notional person of average skill in the field. More 

guidance can then be provided for the court (through guidelines) on how to apply this standard.             

Industrial application 

TRIPS also requires that an invention be capable of industrial application—some national laws 

(for instance, the US) adopt the term ‘usefulness’ or ‘utility’. Like novelty and inventiveness, 

this requirement is undefined, hence, members are free to explore it as a flexibility. As the 

practices in some jurisdictions show, the rationale for this requirement is to distinguish between 

useful arts which can be used within the industry, and fine or aesthetic arts, which cannot be 

so used.112 The EAC approach is reflected in the provision: ‘All Partner States shall strictly 

apply the industrial application requirement…”113  The EAC specifically recommends that 

partner states could draw inspiration from either the USPTO Guidelines or the European Patent 

Office (EPO) Jurisprudence to ensure their approach is ‘strict’.114  

Generally, three approaches to implementing this requirement are discernible among WTO 

members. The first approach adopts TRIPS language of ‘industrial application’, providing, for 

instance, that the requirement is met if an invention can be ‘made or used in any kind of industry, 

including agriculture.’115 ‘Industry’ is broadly construed and it encapsulates physical activity 

of a ‘technical character’.116 However, an invention need not involve the use of machine or 

lead to an actual manufacture of a product to fulfil the ‘technical character’, and by extension, 

the industrial application requirement.117  This approach, which is adopted under the EPC 

 
111 Lai demonstrates the central and subjective role of the court in interpreting and applying the inventive step 

principle generally, see Jessica Lai, ‘Validity of Obviousness in the Patent Process: A Case Study of 

AKTIEBOLAGET (LOSEC)’ (2007) 38 Victoria University of Wellington Law Review 603. 
112 See for instance, EPC Guidelines (n 89) G.III.1; India Guidelines for Patent Examination (n 109) para 9.1.   
113 EAC Protocol on TRIPS Flexibilities (n 3) s 5(3). 
114 EAC Policy on TRIPS Flexibilities (n 2) 13. 
115 TRIPS (n 1) art 27(1). 
116 See EPC Guidelines (n 89) G.III.1. 
117 Ibid.  
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Guidelines, has been adopted by other WTO members including India,118 and is claimed to be 

the strictest among the available approaches.119   

The US adopts the usefulness/utility approach which simply requires that an invention be 

useful.120 Until recently, this approach had been criticised for its low threshold, resulting in the 

patentability ‘of purely experimental inventions that cannot be made or used in an industry, or 

that do not produce a so-called technical effect…’121 However, similar to its recent responses 

to novelty and obviousness enquiries, the US has raised the bar of its ‘usefulness’ requirement 

to the equivalence of what is obtainable under the EPC’s ‘industrial application’.122 As its latest 

Guidelines shows, to be patentable, an invention must assert specific and substantial utility 

which is credible: specific in the sense that it is not generic, and substantial in the sense that 

adequate information has been disclosed as at the filing date to allow a person ordinarily skilled 

to use the invention in its current form.123 Furthermore, where several utilities are asserted, it 

is sufficient that only one of them is specific, substantial and credible. 124  As such, the 

‘usefulness’ requirement in the US now requires ‘practical utility’ or ‘substantial utility’ or 

‘specific utility’ or ‘real world use’, failing which an invention will be deemed unpatentable.125 

A similar approach also now applies in Australia, following the recent amendments to its patent 

law.126 

Last is the utility-linked ‘promise of the patent’ or ‘the promise doctrine’ approach in use in 

Canada. To be patentable in Canada, an invention must have utility, a requirement assessed by 

examining the whole patent document to ascertain if the applicant has made a promise or 

promises of what the invention will do.127 Where an applicant has not expressly made a promise 

as to utility, patent will issue if a scintilla of utility, that is, any use, can be established from 

reading the patent document.128 This accords with the practice in other jurisdictions, including 

 
118 India Guidelines for Patent Examination (n 109) [9.1]. 
119 See Resource Book on TRIPS and Development (n 49) 361. 
120 See 35 USC § 101. 
121 See Resource Book on TRIPS and Development (n 49) 361.  
122 See Manual of Patent Examining Procedure: 2107 Guidelines for Examination of Applications for Compliance 

with the Utility Requirement (hereafter ‘US Guidelines on Utility’) [R-11 2013].  
123 Ibid.  
124 Ibid.  
125 Ibid.  
126 See Patents Act 1990 (Cth), s 7A.  
127 The Canadian patent law only requires that an invention be ‘useful’: see Canada Patent Act (n 83) s 2; the 

‘promise of the patent’ doctrine is a creation of the court, through construction over the year: see generally: E 

Richard Gold and Michael Shortt, ‘The Promise of the Patent in Canada and Around the World’ (2014) 30 

Canadian Intellectual Property Review 35; Cynthia Ho, ‘Should All Drugs be Patentable? A Comparative 

Perspective’ (2015) 17(2) Vanderbilt Journal of Entertainment and Technology Law 295, 327. 
128 Ibid. 
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the US, the EPC countries, Australia and India.129 However, where promise(s) is/are expressly 

made or could be deduced from a holistic reading of the patent documents, a patent will only 

have utility if this/these promise(s) is/are fulfilled or can be soundly predicted as at the filing 

date.130  The problem here is that where an application discloses multiple uses or asserts 

multiple promises, a patent will not issue unless all asserted promises are fulfilled or soundly 

predicted.131 This latter test had led to the refusal and invalidation of several patents in the past 

and had been extolled by pro-access groups as the best construction of the utility requirement, 

according to Lechleiter.132 The Canadian Supreme Court, however, recently abolished the 

‘promise of the patent’ doctrine in AstraZeneca Canada Inc v Apotex Inc where it held that 

showing a scintilla of utility is all that is needed to satisfy the utility requirement.133 This 

decision brings the Canadian approach in line with the predominant approach of requiring 

practical or real world utility. 

The EAC partner states have been advised to adopt a strict construction of ‘industrial 

application’ paralleled after the USPTO or the EPO Guidelines.134 Prior to its abolition, the 

Canadian approach offered a controversial third option under which a patent would be 

invalidated, not for inutility, but because the patentee failed to fulfil all asserted promises of 

‘utility’.135 This approach will not fit into the EAC objective of improving access without 

unnecessarily burdening patent rights. This is because, by requiring that more than one utility 

be proved where more is asserted, the old Canadian approach promoted patent invalidation for 

lack of ‘utilities’, when a scintilla of utility would have fulfilled the ‘usefulness’ requirement. 

With the harmonisation of implementation approaches which resulted from the Canadian 

Supreme Court decision,136 the EAC may opt for any of the EPC’s, the US’s, or the Canadian 

approaches. Considering that the US and Canadian approaches had witnessed significant 

changes in the past, adopting the EPC approach may promote predictability and consistency. 

 
129 In these jurisdictions, proving a scintilla of utility—any use—will suffice even if more uses were asserted in 

an application: see for instance, the US Guidelines on Utility (n 103). 
130 See Gold and Shortt (n 107); Ho (n 107). 
131 Ibid.  
132 See for instance John Lechleiter, ‘How Lax Patent Rules in Canada are Suffocating Life-Saving Innovation’,  

Forbes (online, 26 August 2013). 
133 See AstraZeneca Canada Inc. v Apotex Inc (2017) SCC 36; see also Emir Crowne, ‘Promises Not Kept: 

Supreme Court of Canada Abandons Promise Doctrine’ (2017) 12(10) Journal of Intellectual Property Law and 

Practice 816; John Norman and Alex Gloor, ‘Canada’s Supreme Court Abolishes ‘Promise of the Patent’’ (2018) 

7(1) Pharmaceutical Patent Analyst 1.   
134 EAC Policy on TRIPS Flexibilities (n 2) 13.  
135 See Gold and Shortt (n 127); Ho (n 127). 
136 AstraZeneca Canada Inc. v Apotex Inc (n 133). 
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3.3.3 Exclusion from patentability 

Aside from setting criteria for patentability, TRIPS also defers to members the right to exclude 

inventions from patentability, although it provides some non-mandatory suggestions on what 

subject-matters may be excluded.137 One suggestion is for members to exclude inventions from 

patentability if the prevention of the commercial exploitation of such inventions is necessary 

‘to protect ordre public or morality, including to protect human … health.’138 (Emphasis added). 

Other suggestions are the exclusion of diagnostic, therapeutic and surgical methods of 

treatment; plants and animals (excluding micro-organisms); and essentially biological 

processes for producing plants or animals (excluding non-biological and microbiological 

processes).139  

Because TRIPS exclusions are non-binding, members have responded by adopting one of 

statutory and judicial approaches (or, sometimes, a combination of both) in implementing this 

flexibility. Under the statutory approach, excluded subject-matters are expressly and 

exhaustively defined in national patent laws, whereas under the judicial approach, excludable 

subject-matters are continuously developed and applied on a case-by-case basis by the national 

courts. The statutory approach is adopted under the EPC, which excludes subject-matters such 

as discoveries, scientific theories, mathematical methods, aesthetic creations and presentation 

of information.140 This is complemented by TRIPS-type excluded subject matters—inventions 

the commercial exploitation of which would be contrary to ordre public or morality, plants or 

animal varieties, and methods of treatment, among others.141 India also favours this approach 

as it highlights under its patent law 16 subject-matters which will not be considered 

patentable.142  

On the other hand, an example of the judicial approach may be found in the US, where the 

patent law has no TRIPS-type list of exclusion. This leaves the US judiciary with the ultimate 

task of identifying, on a case-by-case basis, what subject-matter fails the ‘process, machine, 

manufacture, or composition of matter, or any improvement thereof’ test of patentability.143 In 

fact, while the US Supreme Court construed this patentability test in Diamond v Chakrabarty144 

 
137 TRIPS (n 1) art 27(2) and (3). 
138 Ibid art 27(2). 
139 Ibid art 27(3). 
140 EPC (n 69) art 52(2). 
141 Ibid art 53. 
142 India Patents Act (n 16) s 3. 
143 35 USC § 101. 
144 447 US 303 (1980). 
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as meaning ‘anything under the sun that is made by man’ was patentable, that Court also 

explicitly ruled that the judiciary was empowered to continually weed out subject-matters 

which fell under the judicial exceptions, covering the laws of nature, natural phenomena, and 

abstract ideas.145  

The Australian approach epitomises a unique combination of both the statutory and judicial 

approaches. To provide some background, Australian patent law recognises two types of patent, 

namely: standard and innovation patents.146 The difference between the two is in the quality of 

the resulting patents—the more quality one (standard patents) enjoys exclusive rights for 20 

years, while the less quality one (innovation patents) is protected for eight years only.147 One 

part of the statutory approach, therefore, applies in Australia to both standard and innovation 

patents to exclude the patentability of ‘human beings’ and ‘the biological processes of their 

generation’.148 The other part applies to innovation patents only, and requires that ‘plants and 

animals, and the biological processes’ for their generation be excluded.149 On the other hand, 

the application of the judicial approach is deducible from the establishment of the ‘manner of 

manufacture’ patentability test under the Australian patent law.150 The broad nature of this test, 

coupled with the absence of a TRIPS-type exclusion list, means the Australian courts wield the 

power to determine what subject-matter should be excluded from patentability on a case-by-

case basis.151   

No doubt both the statutory and judicial approaches have their pros and cons: for instance, the 

statutory approach may promote certainty, although, being rigid may be its shortcoming; the 

judicial approach, on its part, may promote simplicity and flexibility, but inventors may be 

prejudiced by not knowing beforehand what subject-matters may be excluded by the court. 

This notwithstanding, evidence from practical application of the two approaches shows that 

there is less confusion in jurisdictions where a statutory approach is preferred—the EPC 

 
145 Ibid 309.  
146  Patents Act 1990 (Cth) s 18; note, however, that the recently passed Intellectual Property Amendment 

(Productivity Commission Response Part 2 and Other Measures) Bill 2019 will phase out the innovation patent 

system over a period of eight years: see Scott Philp and Simon Reynolds, ‘The End of the Innovation Patent – 

Finally … Eventually!’, Mondaq (online, 15 April 2020). 
147 Ibid  ss 67–8. 
148 Ibid s 18(2). 
149 Ibid s 18(3). 
150 Ibid s 18(1) and (1A). 
151 It seems the Full Court relied on the judicial approach in National Research Development Corp v Commissioner 

of Patents (supra) when it stated that a ‘mere discovery is not patentable and an idea is not patentable….’ 
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countries for example.152 In contrast, experience from the judicial approach, partly applied in 

Australia and fully in use in the US, validates how difficult it often is to ascertain what rules 

apply to judicial exclusions and how patent offices may interpret them in their guidelines.153  

In making a choice, the EAC suggests the statutory approach, providing that all partner states 

shall exclude from patentability natural substances (even if purified or isolated), new medical 

uses of known substances, and derivatives of known medical substances. 154  It is further 

suggested that:  

• the processes for isolating or purifying natural substances remain patentable, 

• where new medical uses are considered for protection as processes, patentability 

requirements should be strictly applied to them, and  

• derivatives of known medical substances should only be patentable if ‘they show a 

significantly enhanced therapeutic efficacy or other significant superior properties.’155 

Scholars have rightly cautioned against a total exclusion of nature-based inventions from 

patentability—as the EAC has done in this case, citing the effects that such exclusion may have 

on innovations in life sciences and the related fields.156 However, the EAC approach is better 

understood against the background of its research and development capability and its quest to 

bridge the technology gap using recognised flexibilities.157 To this end, excluding product 

patents for natural substances may be adjudged a right step in the right direction for the region. 

Nonetheless, this is not to say that the EAC approach is without flaws. For instance, being a 

developing country whose transition period for implementing TRIPS’s product patent 

obligation had expired, 158  will Kenya not be in breach if it excludes product patents for 

inventions from natural substances which have been properly isolated or purified or if it 

 
152 For instance, according to the German apex court, products of nature is patentable in Europe once it is isolated 

or purified, unlike the confusing approach adopted in the US: see Receptor Tyrosine Kinase, X ZR 141/13 

(Bundesgerichtshof 2016); Dianne Nicol et al (n 71); Minssen and Schwartz (n 71); Cockbain and Sterckx (n 71) 

367.    
153 This uncertainty has led to several calls for the revision of the law relating to patent eligibility requirements in 

the US—the Senate Judiciary Committee held hearing to consider draft legislation to this effect in 2019: on this 

crisis, see generally: David O Taylor, ‘The Crisis of Patent Eligibility in America’ (2019) 4 Criterion Journal on 

Innovation 733; Adam Mossoff, ‘Congress Should Reform Patent Eligibility Doctrine to Preserve the US 

Innovation Economy’ (Legal Memorandum No 257, Edwin Meese Center for Legal & Judicial Studies, 8 January 

2020). 
154 EAC Protocol on TRIPS Flexibilities (n 3) s 4.  
155 Ibid.  
156 See for instance Dreyfus, Nielsen, and Nicol (n 71) 3. 
157 See the EAC Policy on TRIPS Flexibilities (n 2). 
158 The last available transition period for developing countries expired in 2005: see TRIPS (n 1) art 65. 
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excludes product patents for new medical uses which otherwise meet patentability criteria? 

Perhaps, it may be necessary to limit this aspect of the recommendations to LDC partner states.  

Moreover, since the overall rationale propelling a regional approach to implementation is to 

harmonise these provisions for better collaborative uses of flexibilities, the EAC may need to 

be more explicit and all-encompassing in its recommendations to take advantage of all possible 

flexibilities under TRIPS. For instance, section 4 of the EAC Protocol on TRIPS Flexibilities 

opens with the provision: ‘All Partner States shall, in addition to the subject matter already 

excluded under their national intellectual property laws, exclude from patentability….’ 

(Emphasis added). The italicised provision suggests that partner states are permitted to adopt 

different approaches to excluded subject-matters; hence, creating a set of flexibilities within 

flexibilities. To promote a common front, partner states should rather be advised to incorporate 

other TRIPS exclusions such as diagnostic, therapeutic and surgical methods for treating 

humans and animals; plants and animals, and essentially biological processes for producing 

plants or animals; as well as the exclusion of inventions the commercial exploitation of which 

must be prevented to protect ordre public or morality. 

3.3.4 Research exception 

In recognition of the need to balance incentivising innovations with promoting further research, 

TRIPS permits WTO members to create exceptions to a patentee’s exclusive rights as may be 

necessary.159 The use of this exception/flexibility is, nevertheless, subject to some conditions, 

namely: that such exception meets the three-steps test under TRIPS article 30 by being limited, 

not unreasonably conflicting with normal exploitation of the patent, and not unreasonably 

prejudicing a patentee’s legitimate interests as balanced against the legitimate interests of third 

parties.160 The EAC research exception is created under this statutory authority and has the 

following salient features: 

• a patentee's right ‘shall not extend … to acts done relating to uses on the patented 

invention for technological or scientific research’ whether such uses are intended for 

commercial purposes or not; 

• commercial-related research uses are only exempted if their purpose is ‘the generation 

of new knowledge on the patented substance’; 

 
159 TRIPS (n 1) art 30. 
160  For a discussion of the three-steps test from the WTO perspective, see Canada—Patent Protection of 

Pharmaceutical Products (supra).     
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• patents should only be granted to research tools for which specific uses have been 

identified; and 

• a non-exclusive licensing system ‘shall’ be established in respect of patented research 

tools so that researchers who intend to use them are not hindered from doing so by 

patent right.161 

The EAC approach, while a limited exception on the right of a patentee, still represents a broad 

interpretation of the research exception seeing as it exempts uses of patented articles for further 

research purposes regardless of whether such uses have commercial proclivity.  

This is similar to the prevalent approach among the EPC countries where a distinction is drawn 

between research activities carried out on and those carried out with patented subject-matters: 

activities relating to the former are exempted, while those relating to the latter are deemed 

infringing.162 A researcher will ‘research on’ a patented subject-matter if the purpose of such 

research is to resolve questions or obtain further information about the patented invention with 

the intention of improving it.163 An example will be a researcher conducting further research 

into a patented drug in order to ascertain if the drug’s chemical compounds could be used to 

cure a different condition or if the drug could be administered at doses which could further 

lower its current toxicity level.  

On the other hand, this exception will not apply if a researcher simply uses patented subject-

matter (research tools such as laboratory equipment, antibodies, and chemical reagents) in the 

process of furthering their research.164 In this case, once the aim of the research is not to 

improve the research tools, it does not matter that the researcher is using the tools to achieve 

novel outcomes in other fields. The EPC approach (same as the EAC recommendation) also 

 
161 EAC Protocol on TRIPS Flexibilities (n 3) s 7(1). 
162 See for instance: Patent Act 1980 (Germany) (as amended in 2017) (hereafter German Patent Act) s 11(2); UK 

Patent Act (n 81) s 60(5)(b); Intellectual Property Code  art L 613-5 (France) (hereafter French IP Code); Law 

No 24/2015 on Patents (Spain) (as amended by Law No 6/2018) (hereafter Spanish Patent Law) art 61(1)(b); Code 

of Industrial Property Decree No 30 of 2005 (Italy) (as amended) (hereafter Italian Code of Industrial Property) 

art 68; Kingdom Act of 15 December 1994 (Netherland) (hereafter Dutch Patents Act) art 53(3): see generally, 

Hans-Rainer Jaenichen and Johann Pitz, ‘Research Exemption/Experimental Use in the European Union: Patents 

Do Not Block Progress of Science’ (2015) 5(2) Cold Spring Harbor Perspectives in Medicine a020941. 
163 See generally Jaenichen and Pitz (n 162).  
164 Ibid.   
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considers the economic or commercial background of the research immaterial.165 Australia has 

also recently incorporated this EPC approach on research exception into its patent law.166  

A more restrictive approach applies in the US. This was derived from the pronouncement of 

Justice Story in Whittemore v Cutter 167  that research on patented articles would only be 

exempted if done ‘merely for philosophical experiments, or for the purpose of ascertaining the 

sufficiency’ of the patented article to ‘produce its described effects.’168 Other cases169 have 

elucidated on this narrow scope, making it clear that any claim to research exception will fail 

if the minutest commercial intention may be ascribed to the research. In no other case is the 

narrow scope of this flexibility emphasised more than in Madey v Duke University.170 Madey 

involved an academic institution, Duke University, which used a former employee’s patented 

laboratory equipment. In response to an infringement action against it, the university pleaded 

the research exception, contending that it did not engage in research for primarily commercial 

purpose.171 In its decision, the CAFC held: 

… regardless of whether a particular institution or entity is engaged in an endeavor for commercial 

gain, so long as the act is in furtherance of the alleged infringer's legitimate business and is not solely 

for amusement, to satisfy idle curiosity, or for strictly philosophical inquiry, the act does not qualify 

for the very narrow and strictly limited experimental use defense.172 (Emphasis added). 

It is herein argued that the US approach will be too restrictive for the EAC, as it will be 

counterproductive for promoting further research in the region. Thus, in addition to adopting 

the EU-style research exception, the EAC recommendations that patent applications for 

research tools be strictly construed and that a non-exclusive licensing regime be instituted for 

patented research tools are both steps in the right direction. Not only will they ensure a broader 

public domain, but also, they may encourage research and development in the region. 

 
165 Australia is another country with the EU-EAC-type of research exception; although, the Australian law is silent 

on whether the exception will also avail commercial research. However, it is possible to argue that commercial 

research will be equally accommodated, since the applicable section makes it clear that the instances where the 

exception can be used are not limited to those expressly listed. It has been rightly posited that the scope of this 

exception still requires clarifications: see Patent Act 1990 (Cth) s 119C; see also Nielsen and Nicol (n 76) 344–

46. 
166 Patent Act 1990 (Cth) s 119C. 
167 29 Fed Cas 1120 (CCD Mass 1813). 
168 Ibid. 
169 See generally Sawin v Guild 21 Fed Cas 554 (CCD Mass 1913); Roche Products, Inc v Bolar Pharmaceutical 

Co., Inc 221 USPQ 937 (Fed Cir 1984); Pfizer Inc v International Rectifier Corps 217 USPQ (CD Cal 1982); 

Embrex, Inc v Service Engineering Corp 216 F 3d 1343 (Fed Cir 2000).  
170 307 F 3d 1351 (Fed Cir 2002) 
171 Ibid.  
172 Ibid 1362. 
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3.3.5 Bolar exception 

The marketing approval exception (also known as the ‘Bolar’ exception) is another permissible 

infringing use that derives authority from TRIPS article 30. It has been used by WTO members 

to absolve otherwise infringing acts exerted on patented invention in so far as such acts are in 

connection with obtaining marketing approval for pharmaceutical/patented products.173 The 

name ‘Bolar’ is derived from a US case, Roche Productions Inc v Bolar Pharmaceutical Co, 

Inc174 argued on the basis of a research exception. In that case, Bolar researched on Roche’s 

patented drug flurazepam-hcl in preparation for the early entry of its generic version into the 

market. In response to Roche’s infringement claim, Bolar raised the research exception defence 

which failed because, according to the US Court of Appeals for the Federal Circuit (CAFC), 

Bolar’s activities were business-related.175  

Genuine concerns soon trailed the Bolar decision vis-à-vis the effects it could have on drug 

prices, since generic firms could not prepare for market entry until after patents in their drugs 

of choice had expired.176 The US Congress later overruled the Bolar decision by enacting the 

Drug Price Competition and Patent Term Restoration Act.177 The exception thereby created is 

named ‘Bolar’ to reflect the fact that the Act was Congress’s response to the court’s decision 

in that case. The new law now exempts infringing acts carried out on patented articles either 

within the US or imported into the US, provided that the article is ‘… solely for uses reasonably 

related to the development and submission of information under a Federal law which regulates 

the manufacture, use, or sale of drugs or veterinary biological products.’178  

Unlike the research exception, the ‘Bolar’ exception has been broadly construed by the US 

courts to cover infringement of patents on pharmaceuticals, on medical devices179 and on 

products from patented processes and methods.180 Even though the US CAFC narrowed the 

scope of this exception when it held in Integra Lifesciences I Inc v Merck KGaA that the 

exception did not apply to developmental research activities,181 the argument still persists that 

 
173 See Carlos M Correa, ‘The Bolar Exception: Legislative Models and Drafting Options’ (Research Paper No 

66, South Centre, March 2016); Jaenichen and Pitz (n 162). 
174 221 USPQ 937 (Fed Cir 1984). 
175 Ibid.  
176 See George Fox, ‘Integra v Merck: Limiting the Scope of the S 271(E)(1) Exception to Patent Infringement’ 

(2004) 19(1) Berkeley Technology Law Journal 193, 197–8. 
177 Otherwise known as the Hatch-Waxman Act: see 21 USC §355 (2012) and 35 USC § 156. 
178 35 USC § 271(e)(1) (2000). 
179 Eli Lilly & Co. v Medtronic, Inc, 496 US 661 (1990). 
180 Amgen, Inc v International Trade Commission 519 F 3d 1343 (Fed Cir 2008). 
181 545 US 193 (2005).  
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the court gives the provisions of the Drug Price Competition and Patent Term Restoration Act 

broader interpretation than intended by the Congress.182 The ‘Bolar’ exception has also been 

found to comply with TRIPS.183  

Other WTO members have also construed this exception broadly. For instance, among the EPC 

countries, the ‘Bolar’ exception has been implemented, with most members construing it 

broadly: Germany,184 UK,185 France,186  Italy187  and Spain188  do not limit the scope of the 

exception to generics alone (rather, it applies to pharmaceuticals generally), and the exception 

applies within the EU and abroad; whereas in the Netherlands189 the provision is silent on 

whether it applies outside the EU.190 In Australia, a broad construction of the ‘Bolar’ exception 

was one of the new amendments introduced into Australian patent law in 2013.191 By these 

amendments, the ‘Bolar’ exception will now apply in Australia to exempt otherwise infringing 

acts for obtaining regulatory approval of both pharmaceutical and non-pharmaceutical 

products.192  

The EAC has, however, opted for a broader construction of the ‘Bolar’ exception than the US, 

where exception is limited to drugs and veterinary biological products, and the EPC countries, 

where it is limited to generics in some countries, and to pharmaceuticals generally in other 

countries. According to the EAC Protocol on Flexibilities: 

All Partner States shall provide that it is not an infringement… to make, use, construct, sell or offer to 

sell the patented invention solely for uses reasonably related to the development and submission of 

information required under any law of the particular Partner State or any other country that regulates 

the manufacture, construction, use or sale of any product.193 (Emphasis added)     

As such, the EAC ‘Bolar’ exception, closest in its approach to the Australian method, applies 

to ‘any product’ once it is established that the infringing uses are reasonably related to the 

generation of data required for obtaining marketing approval for such products. This approach 

is beneficial to partner states as it can be used both to promote access to medical products and 

 
182 For instance, see Fox (n 176) 215. 
183 See Canada—Patent Protection of Pharmaceutical Products (supra). 
184 German Patent Act (n 162) s 11(2)(b).  
185 UK Patent Act (n 81) s 60(5)(i). 
186 It is not clear if the exception applies outside the EU: French IP Code (n 162) art L 613-5(b). 
187 Italian Code of Industrial Property (n 162) art 68. 
188 Spanish Patent Law (n 162) art 61(1)(c). 
189 Dutch Patents Act (n 162) art 53(4). 
190 See generally Jaenichen and Pitz (n 162). 
191 Patents Act 1990 (Cth) ss 119A and 119B. 
192 Ibid.  
193 EAC Protocol on TRIPS Flexibilities (n 3) s 7(2). 
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to accelerate access to other regulated and patented products (for instance, agricultural 

products). The EAC recommendation also takes cognisance of the need to make the exception 

available in respect of uses in other countries. 194  It does, however, appear that the EAC 

approach requires that, for infringing uses to be protected, they must have occurred within the 

region.195  

The question has arisen as to whether the ‘Bolar’ exception can excuse an infringing export, 

where the acts reasonably related to obtaining marketing approval are being conducted, not by 

the exporting firm nor in the exporting country, but by the importing firm and in the importing 

country. The Delhi High Court of India answered this question in a recent combined 

decision.196 In the first case, Bayer sought a mandamus against Natco, a generic firm, to restrain 

it from exporting its ‘Sorafenib Tosylate’ to China; in the second case, Bayer requested that 

the court estop Alembic, another generic firm, from exporting its Rivaroxaban to Europe.197 

Both firms raised the ‘Bolar’ exception under section 107A of India patent law, arguing that 

the recipient (importing) firms needed the drugs for testing related to obtaining marketing 

approval.198 Bayer counter-argued that the exception did not apply, first because section 107A 

did not mention ‘export’ and, second, because neither Natco nor Alembic required the exported 

drugs for marketing approval purposes.199 The High Court read ‘export’ into the provision of s 

107A and held the exception applicable.200   

This shows that, even though it is possible to argue that the proposed EAC provision is broad 

enough to accommodate infringing export uses (relying on the provision: ‘required under any 

law of the particular Partner State or any other country…’), to avoid any doubt, the EAC should 

consider clearly specifying that the ‘Bolar’ exception will protect infringing exports involved 

in the Indian scenario. Doing this will benefit the EAC by allowing importation of patented 

materials intra-region for purposes reasonably related to obtaining marketing approval. Since 

the EAC is working towards becoming the manufacturing hub of the African continent and 

beyond in the nearest future, extending the Bolar exception to export will likewise benefit 

 
194 Ibid.   
195 EAC Policy on TRIPS Flexibilities (n 2) 15. 
196 See Bayer Corporation v Union of India & Ors LPA No 359/2017 and Bayer Intellectual Property GMBH 

&Anor v Alembic Pharmaceuticals Ltd RFA(OS) (COMM) 6/2017 (22 March 2019). 
197 Ibid. 
198 Ibid. 
199 Ibid. 
200 See generally Sandeep K Rathod, ‘The Curious Case of India’s Bolar Provision’ (2018) 14(1) Journal of 

Generic Medicines 16. 
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generic firms in other countries which may lack the capacity to manufacture or locally obtain 

sample medical products needed for marketing approval purposes. 

3.3.6 Test data protection 

Discussion of test data in an IP context may be justified by the need to recoup the huge financial 

investment that goes into generating them,201 and, more importantly, by the central role they 

play in validating claims of quality, efficacy and safety made in applications for marketing 

approvals.202 Thus, though not a form of IP in the conventional sense, TRIPS enjoins WTO 

members to protect test data against ‘unfair commercial use’ if: 

• they are undisclosed;  

• it takes considerable effort to generate them;  

• their submission is mandatorily required to obtain marketing approval; and  

• marketing approval applications relate to pharmaceutical and agricultural chemical 

products which utilise new chemical entities.203 (Emphasis added). 

Disclosure of test data may, however, be permitted where it is ‘necessary to protect the public’, 

or where other measures to protect the data against unfair commercial use have already been 

instituted.204 Like other TRIPS provisions, the non-definition of words like ‘unfair commercial 

use’ and ‘new chemical entities’ affords members an additional flexibility, allowing them to 

define these words to promote public health or to confer additional exclusivity. 205  This 

philosophy is reflective in how WTO members have implemented this obligation in practice, 

with the pro-access members adopting a misappropriation regime and the pro-patent members 

preferring a data exclusivity regime.  

 
201 G Lee Skillington and Eric M Solovy, ‘The Protection of Test and Other Data required by Article 39.3 of the 

TRIPS Agreement’ (2003) 24 Northwestern Journal of International Law & Business 1, 8. 
202 See Carlos María Correa, Protection of Data Submitted for the Registration of Pharmaceuticals: Implementing 

the Standards of the TRIPS Agreement (The South Centre, 2002) xi. 
203 TRIPS (n 1) art 39(3).  
204 Ibid.  
205 For instance, authors like Correa and Andanda advocate for a strict construction of ‘new’ that will exclude 

mere modifications to already known chemical entities; they also want ‘unfair commercial use’ to be construed in 

a way that allows reliance on test data. Other scholars such as Gervais and Skillington and Solovy are on the other 

side of the debate: see generally Pamela Andanda, ‘Managing Intellectual Property Rights over Clinical Trial Data 

to Promote Access and Benefit Sharing in Public Health’ (2013) 44 International Review of Intellectual Property 

& Competition Law 140; Correa (n 168) 17, 25–8; Resource Book on TRIPS and Development (n 49) 522; 

Skillington and Solovy (n 201) 26; Daniel Gervais, The TRIPS Agreement: Drafting History and Analysis (Sweet 

& Maxwell, 4th ed, 2012) 544–5.  
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A misappropriation regime prohibits regulatory agencies from disclosing to generic 

competitors, originator test data information submitted to the agencies as a requirement for 

obtaining marketing approval for pharmaceutical products.206 This approach, however, does 

not preclude regulatory agencies from relying on the submitted data to affirm any assertion to 

bioequivalence made by generic competitors in later applications. 207  Some authors have 

contended that this approach is inconsistent with TRIPS because it constitutes ‘unfair 

commercial practice’ against the originators of test data who had invested heavily in generating 

them.208 But since TRIPS does not define the phrase ‘unfair commercial use’, one may counter-

argue that this approach complies with the TRIPS regime because it only permits regulatory 

agencies to rely on submitted test data to verify the veracity of any claim made by generic 

applicants to bioequivalence with already approved drugs.209 Where a generic application fails 

the verification process, approval is denied and the test data with the regulatory agencies remain 

undisclosed as TRIPS requires. This approach is famous among WTO members intending to 

fast-track early entry of generics into the markets and promote access to medicines. India 

adopts a misappropriation approach by allowing reliance on earlier approval granted to an 

originator, including approval in other recognised countries.210      

A data exclusivity approach, on the other hand, confers a temporary monopoly right on 

originator of test data to control if, and how, the data may be accessed during the monopoly 

period.211 Just as the misappropriation approach is TRIPS-compliant, while a data exclusivity 

approach offers more than the minimum obligation that TRIPS requires, it is also TRIPS-

compliant since article 1(1) permits members to implement more than the minimum obligations 

outlined in TRIPS. Two variants of the data exclusivity approach are identifiable: one totally 

precludes reliance on the test data until after the expiration of the exclusivity period, while the 

other allows reliance throughout the exclusivity period subject to payment of licensing fees.212 

 
206 See generally Wael Armouti and Mohammad FA Nsour, ‘Test Data Protection: Different Approaches and 

Implementation in Pharmaceuticals’ (2016) 20(2) Marquette Intellectual Property Law Review 267, 269–70; 

Jerome H Reichman, ‘Rethinking the Role of Clinical Trial Data in International Intellectual Property Law: The 

Case for a Public Goods Approach’ (2009) 13(1) Marquette Intellectual Property Law Review 1, 10–13.  
207 Ibid.  
208 See Skillington and Solovy (n 201); Gervais (n 205). 
209 Ibid. 
210 See Animesh Sharma, ‘Data Exclusivity with regard to Clinical Data’ (2007) 3 The Indian Journal of Law and 

Technology 82, 96–7; Armouti and Nsour (n 206) 294–6.   
211 See Armouti and Nsour (n 206) 276–83; Reichman (n 206).  
212 Ibid.  
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The US, EPC countries, and Canada are some of the examples of WTO members with 

preference for the data exclusivity approach as referenced below.  

In the US, test data relating to new chemical entities are protected for five years, while those 

relating to new clinical information enjoy three years of exclusivity. 213  Among the EPC 

countries, test data relating to new (as opposed to modified) medicinal products enjoy 

exclusivity for 10 years.214 While applications for generic approval may be submitted after 

eight of the ten years, the products therefrom can only be marketed after additional two years 

of market exclusivity.215 If a new use is later derived from the original product, another one 

year of exclusivity is then granted.216 This is known as the 8+2+1 rule.217 As for Canada, test 

data which uses new chemical entity enjoys eight years of exclusivity and, just as in the EPC 

countries, while generic firms may submit applications after six years, the products cannot be 

marketed until after the expiration of the eight years.218  

The EAC favours a misappropriation regime by suggesting that partner states protect test data 

against ‘unfair commercial use and disclosure’. 219  While the EAC Protocol on TRIPS 

Flexibilities does not define ‘unfair commercial use and disclosure’, the fact that it clearly 

permits regulatory agencies in the region to rely on submitted test data to verify bioequivalence 

claims in generic applications220 seems to make such definition unnecessary. Going a step 

further, the EAC provides that partner states shall not consider the patent status of a drug in 

respect of which marketing approval is sought.221 This is laudable because it removes any doubt 

about the applicability of the TRIPS-plus practice of patent linkage where grant of marketing 

approval is linked to the patent status of the products in respect of which marketing approval 

is sought.  

 
213 See Hatch-Waxman Act; see Armouti and Nsour (n 206) 287–9; Reichman (n 206). 
214 Council Directive 2001/83/EC of 6 November 2001 on the Community Code relating to medicinal products for 

Human Use [2002] OJ L 311/67; Council Regulation (EC) 726/2004 of 31 March 2004 laying down Community 

procedure for the authorisation and supervision of medicinal products for human and veterinary use and 

establishing a European medicines Agency [2004] OJ L 136, art 14(11) (Council Regulation (EC) 726/2004); 

Armouti and Nsour (n 206) 291–3.  
215 Ibid. 
216 Ibid. 
217 See Armouti and Nsour (n 206) 287–9 
218 Ibid 289–91; Australia also implements this obligation through a data exclusivity regime, conferring five years 

protection on any such data which consists ‘active component’. Unlike under the EPC and in the US, Australia 

does not offer any form of protection in respect of new dosage forms: see the Therapeutic Goods Act 1989 (Cth) 

s 25A.  
219 EAC Protocol on TRIPS Flexibilities (n 3) s 12(1). 
220 Ibid s 12(2). 
221 Ibid s 12(3). 
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Lastly, the EAC Policy on TRIPS Flexibilities envisages that the region, either collectively or 

individually, may join a free trade agreement in the future.222 Should this happen and a data 

exclusivity regime becomes inevitable, it is recommended that partner states should negotiate 

for a data exclusivity regime that will not inhibit the use of compulsory licence.223 In addition 

to this, the region may consider adopting the Canadian (or Australian) strict approach under 

which only innovative drugs (in the case of Australia, drugs containing ‘active components’) 

benefit from data exclusivity.224 

3.3.7 Disclosure requirement 

The disclosure requirement distinguishes between a patented invention and an invention 

protected as a trade secret: keeping an information (invention) secret is a mandatory 

requirement to obtaining protection as trade secret, whereas patent protection is not available 

unless both the invention and the best method of performing the invention have been 

sufficiently disclosed. This underpinning policy was enacted into TRIPS, which provides that 

patent applicants shall ‘disclose the invention in a manner sufficiently clear and complete’ that 

a person skilled in the art can easily carry out the invention.225 TRIPS further suggests that 

members may require that a patent applicant ‘indicate the best mode for carrying out the 

invention’ as known to him/her at the filing date or at the priority date.226  

In implementing this obligation, the EAC Protocol on TRIPS Flexibilities provides: ‘All 

Partner States shall require patent applicants to disclose all modes and expressly indicate the 

best mode for carrying out an invention.’227 (Emphasis added). On the extent of disclosure 

required, the Protocol provides that ‘Partner States shall determine the level of required 

disclosure on the basis of the relevant expertise’ in their domain.228 The EAC approach appears 

problematic on two grounds. (1) Neither the first part of this provision, which focuses on the 

modes of carrying out the invention, nor the latter part, which mentions level of disclosure 

 
222 It will be interesting to see the approach that Kenya will adopt in its currently ongoing negotiations with the 

US for an FTA: see Moses Ogutu, ‘Caught Between Africa and the West: Kenya’s Proposed US Free Trade 

Agreement’, Africa Portal (online, 19 June 2020). 
223 See EAC Policy on TRIPS Flexibilities (n 2) 17. 
224 Innovative drug is defined as ‘a drug that contains a medicinal ingredient not previously approved in a drug … 

and that is not a variation of a previously approved medicinal ingredient such as a salt, ester, enantiomer, solvate 

or polymorph’, see Food and Drug Regulations (Canada) CRC 1985, c 870 2020, C.08.004.1 (1); see also the 

Therapeutic Goods Act 1989 (Cth), s 25A. 
225 TRIPS (n 1) art 29(1). 
226 Ibid.  
227 EAC Protocol on TRIPS Flexibilities (n 3) s 6(1). 
228 Ibid. 
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without stating what the level should be, addresses the core obligation of ‘sufficient and clear’ 

disclosure required under TRIPS. (2) The EAC approach seems to muddle up the nuanced 

difference between a ‘sufficiently clear and complete’ disclosure, and the optional requirement 

to indicate a ‘best mode’. The former focuses on the pivotal question of whether, put together 

by a skilled person, the information supplied in the patent application (for example, claims, 

specifications, drawings, and description) could lead to the production of the article claimed in 

the patent application. In the latter case, however, it is already assumed that the invention will 

work as claimed, and that there is more than one method (mode) of carrying out the invention. 

Thus, ‘sufficient and clear’ disclosure is not synonymous with ‘best mode’ requirement as the 

EAC approach seems to assume.  

This distinction can be illustrated using the scenario in Box 3.1 below:   

 

 

 

 

 

 

Box 3.1: Between ‘sufficient and clear’ and ‘best mode’ requirements 

Another challenge with the EAC approach is that it emphasises the disclosure of ‘all modes’ 

and the indication of the ‘best mode’ on the assumption that doing so will provide an additional 

ground for invalidating already granted patent or for challenging a pending patent 

application.229  While this approach undoubtedly aligns in principle with the EAC overall 

objective of broadening the public domain, the uncertainty surrounding the use of the ‘best 

mode’ requirement in practice makes it undesirable. This is because determining what an 

applicant knew at a particular point in time will require a subjective analysis.230 As such, even 

where an applicant has more than one mode of working an invention, but chooses to disclose 

 
229 See generally Kenneth R Adamo, ‘The Best Mode Requirement in United States Patent Practice in 1993’ (1993) 

12 John Marshall Journal of Computer & Information Law 353; Andrew Thomas Robinson, ‘The American 

Invents Act and the Best Mode Requirement: Where Do We Go From Here?’ (2012) 20(1) Journal of Intellectual 

Property Law 179; Claire Gregg, ‘Making Sense of the “Best Method” Mess’ (2019) 117 Intellectual Property 

Forum: Journal of the Intellectual and Industrial Property Society of Australia and New Zealand 31. 
230 See generally Adamo (n 229); Robinson (n 229); Gregg (n 229). 

‘A’ files an application to patent a new chemical entity which ‘A’ claims will 

lead to the production of drug ‘X’ for the treatment of COVID-19. ‘A’ then, 

through the claims, descriptions and drawings in the application, explains that 

drug ‘X’ can ONLY be produced using steps b+c+d. No particular ‘best mode’ 

is indicated since drug ‘X’ can only be made using steps b+c+d. In this case, if 

a skilled person ‘B’ can make drug ‘X’ following steps b+c+d, the requirement 

of ‘clear and sufficient’ disclosure would have been met. However, if ‘A’s 

application lists three methods of making drug ‘X’, namely: a+b+c or b+c+d or 

e+f+g, the issue of which of the three is the best mode will then arise and, under 

the EAC provision, in addition to disclosing the three modes, ‘A’ must also 

indicate which of them is the best mode. 
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just one mode which is also not the best mode, the subjective nature of this test means the court 

will be heavily reliant on how much of the information subjectively known to an applicant 

comes to light through discoveries.231  

Additionally, since an applicant is only required to disclose the best mode known to him/her at 

the time of filing patent application, other scholars have rightly questioned the relevance of the 

‘best mode’ requirement, pointing out that what was best mode at the filing or priority date 

would most likely have changed before the patent grant or before litigation commences.232 The 

US illustrates how problematic the application of the best mode requirement can be in practice: 

prior to the enactment of the America Invents Act in 2012, the US patent law allowed the 

invalidation of patent for failure to disclose the best mode.233 However, the uncertainty that 

surrounded this approach led to the new Act removing the ‘best mode’ requirement as a ground 

for patent invalidation, even though the requirement is not repealed.234 A similar uncertain 

outcome beclouds the application of a ‘best method’ requirement in Australia.235 Gregg, for 

instance, explains how the practical application of the best method requirement in Australia 

has become a ‘mess’, noting in particular that ‘the inherent difficulty in establishing the state 

of mind of the applicant … is undoubtedly why the APO [Australian Patent Office] rarely raises 

best method objections during examination.’236 

Based on the foregoing, the EAC should consider substituting this rather unworkable and 

practically irrelevant ‘best mode’ approach with the simple TRIPS-recommended option which 

is hinged on whether an applicant has disclosed his/her invention in sufficiently clear and 

complete manner as to enable a person skilled in the same art to carry it out. 

3.3.8 Opposition procedure 

Apart from a strict construction of the patentability requirements, opposition procedure is 

another optional TRIPS obligation which any willing WTO member may deploy as a flexibility 

to regulate the quality of patents granted nationally. The optional nature of this obligation is 

traceable to TRIPS’s provision that members may decide if an administrative inter partes 

 
231 Ibid.  
232 Albert L Jr Jacobs, ‘Best Mode Requirement: What the Law is and What It Should Be’ (1994) 16 Houston 

Journal of International Law 533, 537; Steven B Walmsley, ‘Best Mode: A Plea to Repair or Sacrifice this Broken 

Requirement of United States Patent Law’ (2002) 9(1) Michigan Telecommunications and Technology Law 

Review 125; Adamo (n 229) 356–7; Robinson (n 229) 191–5.   
233 Ibid.  
234 Robinson (n 229). 
235 Gregg (n 229). 
236 Ibid 34. 
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procedure such as opposition is necessary for them. 237  Countries have implemented this 

obligation through pre-grant and post-grant opposition procedures: pre-grant procedure allows 

opposition before patent grant, while post-grant postpones opposition to after grant.238 Among 

WTO members, the US and the EPC countries favour a post-grant approach; Australia 

represents a pre-grant country; while India enacts a combination of both the pre-grant and post-

grant approaches.  

Just like other TRIPS flexibilities, how this flexibility is implemented is a function of national 

policy priorities. For instance, countries with a vibrant research and development sector which 

yields high volume of patent applications may consider a post-grant approach as the best option 

to strike a balance between incentivising innovation and sustaining public access to the fruits 

of innovative activities. That this option is pro-applicants is evident: adopting it means that any 

form of challenge is postponed to after an applicant has already acquired a legal right with 

which they can lockout generic competitors.239 This notwithstanding, countries in this category 

may justify their preference on the ground that post-grant procedure avoids unnecessary delays, 

encourages inventors to innovate more and, on the long run, boosts economic development. In 

the US, opposition procedure takes the form of a post-grant review, which is available within 

nine months of patent grant, and an inter partes review, which is available from nine months 

post-grant or after the conclusion of a post-grant review application.240 

On the other hand, where a country intends to emphasise access to medical products, for 

instance, such country may adopt a pre-grant or both pre-grant and post-grant procedures to 

ensure that only genuine and high quality innovations are protected via patent rights. Unlike a 

post-grant approach where the challenge to the patent is coming after patent rights have accrued, 

a patent applicant enjoys no legal right with which to bar generic competitors from dealing in 

the article purportedly covered in their patent application. Thus, technically speaking, generic 

competitors may not be liable for infringement if they produce and stockpile articles using the 

inventions claimed in the pending applications.241 Liability will, however, arise if the pre-grant 

 
237 TRIPS (n 1) art 62(4). 
238 Jonathan Levin and Richard Levin, ‘Patent Oppositions’ (Working Paper No 283, John M Olin Center for 

Studies in Law, Economics and Public Policy, 2002).  
239 Allan M Soobert, ‘Breaking New Grounds in Administrative Revocation of US Patents: A Proposition for 

Opposition – and Beyond’ (1998) 14 Santa Clara High Technology Law Journal 63, 160. 
240 The main difference between the two is the grounds upon which an application may be brought: wider grounds 

are available under post-grant reviews as opposed to the limited grounds available under inter partes reviews: for 

post-grant review, see 35 USC § 321–9 (2007); for inter partes reviews, see 35 USC § 311-9 (2007). 
241 Amy Kapczynski, ‘Harmonization and its Discontents: A Case Study of TRIPS Implementation in India’s 

Pharmaceutical Sector’ (2009) 97(6) California Law Review 1571, 1599. 
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opposition failed and patent subsequently issued: this is because patent applicants acquire 

protectable rights from the filing or any priority date.242 Australia uses a pre-grant opposition 

system, allowing opposition within three months of publishing a standard patent application.243 

India, on the other hand, exemplifies a country with both pre-grant and post-grant oppositions: 

the former becomes available after publication of a patent application, while the latter must 

take place within 12 months after grant.244     

The EAC recommends the Indian approach, providing that partner states should make available 

opposition procedure ‘before and after a patent is granted’.245 It, however, leaves it to each 

partner state to determine the grounds for opposing applications and to regulate the 

requirements and procedure for the operationalisation of the established regime.246 A few 

observations may be made on these recommendations. First, while allowing partner states to 

individually flesh out the provisions on matters of requirements and procedure may sometimes 

be understandable, the failure to take a common approach on the grounds upon which 

opposition application may be brought is a missed opportunity. It is suggested that, like the 

Indian approach, a long list of all possible grounds for opposing a patent application ought to 

have been provided.247 Second, adopting both a pre-grant and post-grant approach, in addition 

to the already existing conventional court system, is sure to cause inordinate delay in the patent 

grant process. This is inadvisable for a region which is heavily dependent on foreign applicants, 

since it may result in those applicants becoming discouraged from patenting inventions in the 

region. Third, because the current approach allows applicants to challenge applications before 

and after grant, poorly drafted applications lacking in merit may be filed, all in the name of 

wasting time and bringing a more complete application at the post-grant stage. A pre-grant 

opposition procedure is, therefore, more desirable, and more aligned with the EAC goal of 

promoting public health. It does this by allowing sufficient space for generic producers to 

challenge patent applications when it matters most (namely before grant) and allow them use 

the subject-matter of such applications for as long as the opposition procedure lasts. 

 

 
242 See TRIPS (n 1) art 33. 
243 See Patent Act 1990 (Cth) s 59. 
244 See India Patents Act (n 16) s 25. 
245 EAC Protocol on TRIPS Flexibilities (n 3) s 3(1). 
246 Ibid s 3(1) & (2). 
247 India Patent Act (n 16) s 25(1)(a)–(k). 
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3.3.9 Parallel importation 

Nowhere in TRIPS is the term ‘parallel importation’ used; rather, it attains notoriety as a 

flexibility because TRIPS does not regulate the exhaustion doctrine. 248  The doctrine of 

exhaustion is closely linked to a patentee’s exclusive rights to ‘offer for sale’, ‘sell’ or ‘import’ 

his/her patented articles.249 These rights are deemed ‘exhausted’ after they are first exercised, 

directly or indirectly, by a patentee, such that the patentee no longer controls the subsequent 

sales of the patented articles: the so-called ‘first sale’ doctrine. The geographical coverage of 

an exhaustion doctrine, however, depends on the type of exhaustion regime that a country 

adopts: for a national regime, a patentee loses the right to control subsequent sales in a single 

country, but retains the right of import in that country; for a regional regime, right of subsequent 

sales and right to import within the region (but not from outside the region), are exhausted; 

while for an international regime, the right of subsequent sale and import right are extinguished 

worldwide, provided in all cases that the patented articles are first placed on the relevant market 

by the patentee or their authorised agent. 250  The applicable exhaustion regime, in turn, 

determines whether a WTO member can use the flexibility of parallel importation or not: 

parallel importation is available to members who adopt a regional (only within the region) or 

international (worldwide) regime, while it is barred where a national regime is adopted.251         

The main benefit of parallel importation is that it allows a country to shop around regional or 

global markets for the most cost-effective medical products in the interest of its population.252 

This explains why the EAC, a region where access to essential medical products remains a big 

challenge, recommends that all partner states provide for international exhaustion regime for 

patents, trade marks and copyright.253 However, this is another recommendation which seems 

flawless theoretically, but may have little to no practical utility for the region. One reason, 

according to some scholars, is that, while parallel importation may lead to some price reduction, 

 
248 TRIPS (n 1) art 6; Doha Declaration (n 11) [5d). 
249 TRIPS (n 1) art 28. 
250 See generally Sarah McKeith, ‘Pharmaceutical Patents in Developing Nations: Parallel Importation and the 

Doctrine of Exhaustion’ (2013) 6 African Journal of Legal Studies 287; Rajnish Kumar Rai and Srinath 

Jagannathan, ‘Parallel Imports and Unparallel Laws: An Examination of the Exhaustion Doctrine through the 

Lens of Pharmaceutical Products’ (2012) 21 Information & Communications Technology Law 53; VK Pathak, 

‘Intellectual Property Rights and Parallel Trade: Debate on National versus International Exhaustion of Rights’ in 

BC Nirmal, Rajnish Kumar Singh (eds), Contemporary Issues in International Law: Environment, International 

Trade, Information Technology and Legal Education (Springer, 2018); FM, Abbott, ‘Parallel Importation: 

Economic and Social Welfare Dimensions’ (International Institute of Sustainable Development, 2007).  
251 Ibid.   
252 Ibid.  
253 EAC Protocol on TRIPS Flexibilities (n 3) ss 7(3), 10–11.  
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there is no empirical support that end consumers are the real beneficiaries of such reduction; 

rather, evidence indicates that middlemen are. 254  Likewise, over-reliance on parallel 

importation, especially for finished medical products as opposed to active pharmaceutical 

ingredients, may conflict with the overall aim of the region to improve access to medical 

products through improved capacity in pharmaceutical production.255  

Furthermore, reciprocal implementation may sometimes be required for parallel importation to 

be useable. For instance, simply providing for an international exhaustion regime as the EAC 

has done in this case does not guarantee its use abroad, as the regime of exhaustion adopted in 

the destination markets may sometimes matter. This is a reality beyond the control of the EAC 

partner states. Finally, the practical working of this flexibility further suggests that this may be 

a wrong approach for the EAC. For example, parallel importation is built around the 

expectation that big pharmaceutical firms will sell medical products at higher prices in 

developed countries, which have financial capacity, and at almost cost-price in poor countries 

where such financial capacity is lacking.256 With the EAC partner states falling in the poor 

country categorisation, it is difficult to think of other markets where patented drugs will be 

available at cheaper prices than they are sold into the EAC market by the big pharmaceutical 

corporations. A reconsideration of approach is thus recommended. 

Going forward, the EAC may adapt and adopt the approach recommended by Drexl in his work 

on parallel trade in pharmaceuticals.257 Drexl notes that big pharmaceutical firms hardly engage 

in significant price discrimination between developed and less developed countries markets 

because of the fear that cheaper drugs sold into poor LMICs might be re-exported into rich 

developed countries—something often associated with an international exhaustion regime.258 

To benefit from price discrimination, Drexl suggests that poor countries should encourage their 

trading partners to implement national exhaustion regime and do same themselves.259 Adapting 

this approach, the EAC may adopt a regional exhaustion regime with membership limited to 

partner states, making it easy for pharmaceutical products to move easily across the region. 

This should be complemented by a framework that prohibits re-exportation outside the region. 

 
254 McKeith, (n 250) 291; Ed du Plessis, ‘The TRIPS Agreement and South African Legislation: The Case of the 

Parallel Importation of Medicines’ (1999) 3 Law, Democracy & Development 55, 58. 
255 See EAC Policy on TRIPS Flexibilities (n 2).  
256 See Rai and Jagannathan (n 250) 58–60.  
257  Josef Drexl, ‘EU Competition Law and Parallel Trade in Pharmaceuticals: Lessons to be Learned for 

WTO/TRIPS?’ in J Rosén (ed), Intellectual Property at the Crossroads of Trade (Edward Elgar, 2012) 17–9. 
258 Ibid.  
259 Ibid.  
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With these adjustments, big pharmaceutical firms involved in the region may feel more 

confident to sell patented drugs into the region at prices far cheaper than they do in other 

markets. 

3.3.10 Compulsory licensing 

One of the most discussed but less utilised flexibilities, the flexibility of compulsory licensing, 

finds legal basis in TRIPS article 31, which outlines the conditions which must be fulfilled 

before its deployment.260 One condition that particularly deserves attention is that requiring 

that this licence shall only be authorised  ‘predominantly for the supply of the domestic market’ 

of the country invoking it.261 This condition raised a furore among a section of WTO members 

vis-à-vis how countries with little or no manufacturing capacity might be impacted by the 

inability to use compulsory licensing for export.262 This problem was temporarily resolved in 

2001, when the Doha Declaration waived the ‘predominantly local use’ condition, thereby 

allowing affected members to use compulsory licensing for export.263 This waiver has now 

been enacted permanently into TRIPS.264 Even though this flexibility has not been used as 

much as one would expect, having it on the statute book, together with a threat of use, has 

provided some countries with a veritable bargaining chip against multinational drug 

companies.265  

This same approach is reflected in the EAC Protocol on TRIPS Flexibilities, which contains 

comprehensive provisions on how partner states ‘shall’ use compulsory licensing.266 Areas 

 
260 These conditions are outlined in paras (a)–(l) of TRIPS art 31; on this flexibility, see generally Kristina M 

Lybecker and Elizabeth Fowler, ‘Compulsory Licensing in Canada and Thailand: Comparing Regimes to Ensure 

Legitimate Use of the WTO Rules’ (2009) 37(2) Journal of Law, Medicines & Ethics 222; Robert C Bird, 

‘Developing Nations and the Compulsory License: Maximizing Access to Essential Medicines while Minimizing 

Side Effects’ (2009) 37 Journal of Law, Medicine & Ethics 209; Cynthia M Ho, ‘Complicated Compulsory 

Licenses: The Waiver/Article 31bis “Solution”’ in Cynthia M Ho (ed), Access to Medicines in the Global Economy: 

International Agreements on Patents and Related Rights (Oxford University Press, 2011). 
261 TRIPS (n 1) art 31(f). 
262 Poor WTO members, public health non-governmental organisations and some scholars criticised this condition, 

see Jerome H Reichman, ‘Compulsory Licensing of Patented Pharmaceutical Inventions: Evaluating the Options’ 

(2009) Journal of Law, Medicine and Ethics 247, 248. 
263 See Doha Declaration (n 11) [6]; see also chapter two, sections 2.3 and 2.4.2. 
264 See TRIPS (n 1) art 31bis. 
265 African countries which had used this flexibility in the past included Zimbabwe, Zambia, Ghana, while 

Thailand, Argentina and Canada represent some of the non-African users; Brazil and the US had improved access 

in the past by simply threatening to issue compulsory licensing: see generally, Donald Harris, ‘TRIPS after Fifteen 

Years: Success or Failure, as Measured by Compulsory Licensing’ (2011) 18(2) Journal of Intellectual Property 

367; Gorik Ooms and Johanna Hanefeld, ‘Threat of Compulsory Licences could Increase Access to Essential 

Medicines’ (2019) British Medical Journal 365:12098; Patrick L Osewe, Yvonne K Nkrumah and Emmanuel K 

Sackey, Improving Access to HIV/AIDS Medicines in Africa: TRIPS Flexibilities, (The World Bank, 2008).     
266 EAC Protocol on TRIPS Flexibilities (n 3) s 8. 
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covered by the EAC propositions include broad grounds for grant, 267  need for prior 

negotiations which may be waived in deserving circumstances,268 adequate compensation of 

patent holders,269 importance of excluding injunctive relief,270 and designation of a competent 

authority.271 More importantly, the amended TRIPS provisions on using compulsory licensing 

for export are included as additional ground.272  

There is, therefore, no gainsaying the fact that the EAC has a well thought-out implementation 

plan for compulsory licensing. This notwithstanding, there is little likelihood that these 

provisions will be used by the EAC partner states anytime soon. Presently, none of the EAC 

partner states has used the standard TRIPS article 31 compulsory licence, and only Rwanda 

had used the compulsory-license-for-export regime in the past.273 The reason for non-use is 

obvious: pharmaceutical firms in the region mostly deal in generic products, with 

manufacturing capacity mainly limited to basic formulations. 274  However, that the EAC 

recommends a comprehensive approach to using compulsory licensing is a good start, 

especially since the region has directed several policies (all discussed later in this thesis) toward 

augmenting pharmaceutical production capacity. 

3.4 CONCLUSION 

Since TRIPS emerged, it has been severely criticised as a pro-rightsholder agreement with 

plausibility of inhibiting access to essential medical products, especially in LMICs.275 While 

these criticisms may be well-founded to some extent, this chapter has demonstrated that TRIPS 

may not be as anti-access as it has been made out to be, judging in particular by how much the 

agreement defers to members on the vital issue of implementation. In principle,276 therefore, 

TRIPS contains as many flexibilities as there are substantive obligations. This ensures that 

 
267 Ibid s 8(1). 
268 Ibid s 8(2). 
269 Ibid s 8(3). 
270 Ibid s 8(4). 
271 Ibid s 8(5). 
272 Ibid s 8(2)(g) and (h), s 8(3): this inclusion is borne out of the fact that all the EAC partner states (except South 

Sudan) have accepted the new amendment: see ‘Amendment of the TRIPS Agreement’, 

<https://www.wto.org/english/tratop_e/trips_e/amendment_e.htm>. 
273 See Matthew Rimmer, ‘Race against Time: The Export of Essential Medicines to Rwanda’ (2008) 1(2) Public 

Health Ethics 89. 
274 This is one of the findings of semi-structured interviews conducted for stakeholders in six pharmaceutical firms 

across Kenya, Uganda and Tanzania: (Olugbenga Olatunji, Nairobi, Kampala and Dar es Salam, April to June 

2018). 
275 See for instance, Osewe (n 265); F M Scherer and Jayashree Watal, ‘Post-TRIPS Options for Access to 

Patented Medicines in Developing Nations’ [2002) Journal of International Economic Law 913. 
276 Discussion in chapter two, however, demonstrated how this could be difficult in practice: see chapter two, 

section 2.4.2.  
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individual WTO members are able to decide whether these flexibilities are to be used for 

TRIPS-plus purposes (such as implementing test data obligation via a data exclusivity regime) 

or to promote public health (such as construing research exception broadly).  

The EAC opts for the latter option focused on using the TRIPS flexibilities to promote public 

health. Thus, these regional documents specifically advise the partner states to:  

• construe patentability criteria (patentable subject-matter, novelty, inventiveness and 

industrial application) strictly;  

• (in the case of LDC partner states) fully utilise the transition period;  

• extend the research exception to both commercial and non-commercial research;  

• adopt a misappropriation approach for test data;  

• ensure the ‘Bolar’ exception is broadly construed;  

• comprehensively implement the compulsory licensing regime; and 

• exclude product patents for purified or isolated natural substances, which should only 

be protected through process patents.  

Nevertheless, the EAC Protocol on TRIPS Flexibilities could improve in some areas already 

pointed out in this chapter. For instance, the EAC, in some cases, creates flexibilities for partner 

states within the TRIPS flexibilities, a practice which may obstruct a collective approach to 

using these flexibilities for access purposes. Similarly, it is important that the EAC reconsiders 

the recommendations relating to the adoption of a pre-grant and post-grant opposition approach 

and an international exhaustion regime: the former may result in inordinate delay, while the 

latter fails to take cognisance of the peculiar prevailing circumstances in the EAC.  

Notwithstanding these shortcomings, it is submitted that the EAC Policy on TRIPS Flexibilities 

(together with its non-binding accompanying Protocol) is generally well-suited (subject to the 

few adjustments pointed out in this chapter) to achieving the regional objective of promoting 

access to medical products through pharmaceutical production. For this document to have the 

intended results, however, the EAC partner states must be willing to implement its 

recommendations coherently. The next chapter considers how coherent are the national 

responses of the partner states to the regional recommendations discussed in the chapter.
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Chapter 4:  Incorporation of TRIPS Obligations by the East African 

Community Partner States: Benchmarking the Compliance of National 

Implementation with Regional Recommendations 

4.1 INTRODUCTION  

In response to the continuing access to medicines conundrum ravaging the East African 

Community (EAC), the EAC partner states turned to a collective approach, which saw them 

adopt and implement policies targeted at gradually enhancing the production capacity of the 

pharmaceutical firms in the region.1 At the top of the regional policy pyramid is the EAC 

Pharmaceutical Manufacturing Plan (hereafter EAC PMP), a policy which spells out the overall 

roadmap for achieving sustainable pharmaceutical production capacity in the region. 2  To 

achieve this core objective, the EAC PMP envisages that partner states would adopt common 

approaches in other related areas, particularly in drug registration and in the incorporation of 

the relevant flexible obligations (often referred to as flexibilities) contained in the Agreement 

for the Trade-Related Aspect of Intellectual Property Rights 3  (hereafter TRIPS). 4  In 

compliance with the EAC PMP recommendation, the EAC adopted two policies, one in 2012 

(the policy on harmonising the drug registration procedures across the region)5 and the other 

in 2013 (the policy proposing an EAC approach to incorporating the TRIPS flexibilities).6  

The latter policy—the EAC Policy on TRIPS Flexibilities—was the subject of discussion in 

chapter three, a discussion which spanned an examination of the regional recommendations for 

construing each of the TRIPS flexibilities and a critique of the proposed EAC approach.7 While 

it was concluded in chapter three that the recommendations in the EAC Policy on TRIPS 

Flexibilities were not perfect, that chapter opined that if properly implemented, these 

recommendations could result in effective use of TRIPS flexibilities and benefit the regional 

 
1 The EAC pharmaceutical production framework is discussed in chapter five, section 5.3. 
2 See East African Community Regional Pharmaceutical Manufacturing Plan of Action 2012-2016 (updated in 

2017 to cover the period 2017-2027) (EAC PMP) (EAC Secretariat) 2012. 
3 Marrakesh Agreement Establishing the World Trade Organisation, opened for signature 15 April 1994, 1869 

UNTS 299 (entered into force 1 January 1995) annex 1C (Agreement on Trade-Related Aspects of Intellectual 

Property Rights). 
4 See generally EAC PMP (n 2).  
5 See East African Community, African Medicines Regulatory Harmonisation Programme (AMRH): Launch of 

the East African Community Medicines Registration Harmonization (EAC MRH) Initiative Concept Note (EAC 

MRH Concept Note) (EAC Secretariat) 2012. 
6 See the East African Community Regional Intellectual Property Policy on the Utilisation of Public Health-

Related WTO-TRIPS Flexibilities and the Approximation of National Intellectual Property Legislation (EAC 

Policy on TRIPS Flexibilities) (EAC Secretariat) 2013; East African Community Health Protocol on Public Health 

Related WTO-TRIPS Flexibilities (EAC Protocol on TRIPS Flexibilities) (EAC Secretariat) 2013. 
7 See chapter three, section 3.3.  
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production capacity objective set out in the EAC PMP.8 However, chapter three entered an 

important caveat, namely: that these regional recommendations could only have positive 

implications for the overall regional goal if partner states actually implement them in a near 

uniform manner.9  

It is against the above backdrop that this chapter seeks to scrutinise the national responses to 

the regional recommendations discussed in chapter three. Following this introduction is the 

second and main section of the chapter where the regional recommendations are revisited and 

compared with national responses. Separated into 11 subsections (on the basis of the number 

of flexible obligations contained in the EAC Policy on TRIPS Flexibilities), each subsection 

begins with a tabulated summary of the regional recommendations on TRIPS obligation 

covered in that subsection. This is then followed by a comparative discussion of how each 

partner state has responded in its national laws; a table representation of these responses; and 

an identification of areas of disparity between the regional recommendations and the national 

responses. The ensuing evaluation is interspersed with commentaries on how a lack of 

coherence in national responses may defeat the overarching regional goal of enhancing 

pharmaceutical production capacity. In concluding the chapter, the third section reiterates the 

significance of a common approach among partner states to the effectiveness of the entire 

regional framework. 

4.2 COMPARATIVE ANALYSIS OF THE NATIONAL IMPLEMENTATION OF THE 

EAC POLICY ON TRIPS FLEXIBILITIES 

This section considers how the provisions of the patent laws of partner states on TRIPS 

obligations fit within the regional recommendations. The obligations considered include 

transition period, patentability criteria, exclusion from patentability, research exception, Bolar 

exception, test data protection, disclosure requirement, opposition procedure, parallel 

importation, compulsory licensing, and TRIPS-plus provisions. 

4.2.1 Transition period 

As stated in chapter three, the transition period provision stipulates the time when TRIPS would 

come into effect for the developed, developing and least developed WTO members.10 While 

 
8 See chapter three, section 3.4. 
9 Ibid. 
10 Ibid, section 3.3.1. 
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the transition period had already expired for both the developed and developing WTO members, 

by virtue of article 66(1) of TRIPS, least developed countries (LDCs) are allowed to make duly 

motivated requests for the extension of their transition period from time to time.  This being 

the case, the flexibility offered by the transition period obligation is only available to the EAC 

LDC partner states, namely, Uganda, Tanzania, Rwanda, Burundi and South Sudan. 11 

Regarding this flexibility, the EAC Protocol on TRIPS Flexibilities makes three 

recommendations as set out in Table 4.1. 

S/N Recommendations EAC Protocol 

1 Exclude patent protection for pharmaceutical products until 2016 & later 

extensions 

s 2(1) 

2 Exclude patent protection for pharmaceutical processes until 2016 & later 

extensions 

s 2(1) 

3 Abolish mailbox system (if already in existence)  s 2(2) 

Table 4.1: Recommendations on the transition period 

To provide some useful background, the EAC Protocol on TRIPS Flexibilities  references 2016 

as the cut-off date for the transition period because, as of the time the Protocol was adopted, 

the obligation of LDC WTO members (including the EAC LDCs) to offer patent protection for 

pharmaceutical products and processes was only suspended until 1 January 2016.12 In a similar 

vein, the inclusion of the ‘any later extension’ phrase in the EAC Protocol was done in 

recognition of the continuous nature of TRIPS transition period for LDCs. Its inclusion would, 

therefore, ensure that the EAC partner states (just like other WTO LDCs) could benefit from 

subsequent extensions of the transition period without having to amend their laws after each 

extension. 13  The adoption of this approach appeared justified, for instance, when the 

pharmaceutical exemption, which initially had 2016 as its end date, later gave way to a new 

one now set to expire on 1 January 2033.14 Lastly, the EAC also recommends an exclusion or 

abolition of the mailbox obligation established under TRIPS.15 As argued in chapter three, it 

remains doubtful if this exclusion could be legitimately accommodated within the 

pharmaceutical exemption: this is because, unlike pharmaceutical products, processes and test 

 
11 South Sudan is, however, not covered in the thesis for the reasons explained in chapter one: see chapter one, 

section 1.6.3.  
12 See Extension of the Transition Period under Article 66.1 of the TRIPS Agreement for Least-Developed 

Country Members for certain Obligations with respect to Pharmaceutical Products, Decision of the Council for 

TRIPS of 27 June 2002 (IP/C/25) (Decision of 27 June 2002). 
13 See TRIPS (n 3) art 66(1). 
14 See Extension of the Transition Period under Article 66.1 of the TRIPS Agreement for Least Developed Country 

Members for certain Obligations with respect to Pharmaceutical Products, Decision of 6 November 2015 (IP/C/73) 

(Decision of 6 November 2015). 
15 EAC Protocol on TRIPS Flexibilities (n 6) s 2(2). 
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data obligations, all of which were expressly mentioned in that exemption, no explicit mention 

was made of the mailbox obligation.16   

So, how have the EAC partner states responded to the three recommendations on the transition 

period? A perusal of the national responses indicates that none of the EAC partner states has 

completely complied with the EAC recommendations. Beginning with Uganda and Tanzania-

Zanzibar, patent protections for pharmaceutical products are excluded until 1 January 2016 or 

any other date as may subsequently be applicable.17 Tanzania-Zanzibar also excludes patents 

for pharmaceutical processes as the EAC recommends, but Ugandan law is silent on this, 

indicating that process patents may be sought for pharmaceuticals in Uganda.18 Both partner 

states, however, disregard the EAC recommendation that obligation in respect of mailbox 

application should be excluded. 19  Finally, between the two partner states, only Uganda 

excludes patent protections for test data in compliance with the EAC recommendation.20  

Rwanda and Burundi also respond in similar ways: they both, in part-compliance with the EAC 

recommendation, exclude patent protection for pharmaceutical products. 21  The Rwandan 

provision, however, departs from this recommendation by failing to stipulate an end date for 

the exclusion of pharmaceutical products and test data obligation.22 Burundi, on the other hand, 

specifies 2016 as the end date for pharmaceutical products, but fails to anticipate subsequent 

extensions, an approach which contradicts the EAC suggestion.23 While both partner states 

depart from the EAC position on the cut-off date, it appears only Burundi will be negatively 

impacted by this non-compliance. For instance, with its no-end date approach, Rwanda may 

continue to benefit from the pharmaceutical exemption for as long as it is renewed by the 

Council for TRIPS. Such continued use will only abate if either the Council decides not to 

extend the exemption, or if Rwanda’s status as an LDC subsequently changes. In both cases, 

to remain TRIPS-compliant, Rwanda will be required to amend its patent law. The consequence 

would have remained the same for Rwanda had it adopted the EAC approach. This is because, 

in such a case, an amendment would still be required to comply with TRIPS if the 

 
16 See chapter three, section 3.3.1. 
17 See The Industrial Property Act, Act 3 of 2014 (Uganda) (IPA Uganda) s 8(3)(f); Industrial Property Act No 4 

of 2008 (Zanzibar) (IPA Zanzibar) s 3(1)(x). 
18 Ibid.  
19 IPA Uganda (n 17) s 28(13) – (14); IPA Zanzibar (n 17) s 10(8). 
20 IPA Uganda (n 17) s 8(3)(f). 
21 The Protection of Intellectual Property Law No 31/2009 (Rwanda) (Rwandan Law No 31/2009) art 18(8); Law 

Relating to Industrial Property, Law No 1/13 of 2009 (Burundi) (Burundian Law No 1/13) art 17. 
22 Rwandan Law No 31/2009 (n 21) art 18(8). 
23 Burundian Law No 1/13 (n 21) art 17. 
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pharmaceutical exemption is either not subsequently extended or Rwanda ceases to be an LDC. 

On the other hand, the Burundian approach of simply stipulating 2016 as the end date without 

anticipating subsequent extensions will produce a different result: it indicates Burundi would 

have to assume patent obligations for pharmaceutical products from the 2016 cut-off date.  

On other recommendations, by not expressly excluding process patent protection, it is 

impliedly available for pharmaceuticals in Rwanda and Burundi, the same way non-

implementation of the mailbox system is a clear indication of non-availability of the system in 

both partner states. Tanzania-Mainland, the last partner state, complies with the EAC 

recommendation on mailbox applications by excluding them, but ignores others, thus, making 

patent protection available for pharmaceutical products, processes and test data.  

The responses of partner states are tabulated in Table 4.2 below. 

Partner 

States 

Pharma 

Product 

Pharma 

Process 

Test Data 2016 End 

Date 

Subsequent 

Extensions  

Mailbox 

Application 

Uganda Excluded Available Excluded Included Included Available 

T-Zanzibar Excluded  Excluded - Included Included Available 

T-Mainland Available Available - - - - 

Rwanda Excluded Available - - - - 

Burundi Excluded Available - Included - - 

Table 4.2: National responses to the transition period 

To recapitulate, Table 4.2 reveals that no partner state totally complies with the EAC 

suggestions on pharmaceutical products and processes; on stipulating cut-off date as ‘2016’ 

and including later extensions; and on excluding mailbox applications. In addition to other 

inconsistencies already identified, it can be gleaned from Table 4.2 that most LDC partner 

states offer patent protections for pharmaceutical processes, and that only Uganda expressly 

excludes the test data obligation.  

The approach on pharmaceutical processes is worthy of note. While the responses favoured by 

the EAC partner states contradict the regional policy proposition, this does not threaten the 

overall objective of the region, which is to broaden the public domain and promote local 

research in medical innovations. 24  On the contrary, making patents available for 

pharmaceutical processes may spur research culture regionally by encouraging pharmaceutical 

firms to reverse engineer unpatented medical inventions in search of new and better processes 

of production. It is reasonable to expect that the more efforts invested on pharmaceutical 

 
24 EAC Policy on TRIPS Flexibilities (n 6) 13. 
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products in search of new processes, the more understanding of the products will result, and 

the more likely that these local pharmaceutical researchers will gradually acquire the skill in 

pharmaceutical-products-related inventions. 25  An approach similar to this had worked in 

countries such as India, where generic capacity had reached its acme before the commencement 

of the compulsory patent regime introduced by TRIPS.26  

The pharmaceutical exemption also covers ‘test data’ as defined under TRIPS, making one 

wonder why the EAC did not suggest the exclusion of test data in its recommendation on 

implementing the transition period. 27  This omission is, however, rectified by an explicit 

provision in another section of the EAC Protocol on TRIPS Flexibilities, which recommends 

that partner states should adopt a misappropriation regime (which allows reliance on submitted 

test data) as opposed to a data exclusivity regime (which does not allow such reliance).28  

Finally, it is important that partner states adopt, as much as possible, a harmonised approach to 

implementing this flexibility so that technological development can occur across the region at 

a relatively equal pace. According to TRIPS, a transition period is conceded to WTO LDC 

members to assist them overcome ‘economic, financial and administrative constraints’, and 

create a ‘… viable technological base.’29 As current evidence shows that technological capacity 

for pharmaceutical manufacturing in the region is significantly limited to basic generic 

formulations,30 partner states should use the transition period to deny patent for pharmaceutical 

products and data exclusivity regime for test data, and to abolish or exclude a mailbox system 

for as long as their right to do so under TRIPS subsists. This will provide a window within 

which governments in the region could implement complementary policies aimed at extending 

manufacturing capacity beyond basic formulations as is currently the case. 

 

 

 
25 On the costs and benefits of a patent system, see generally Hazel VJ Moir, ‘What are the Costs and Benefits of 

Patent Systems? (Working Paper, Centre for Governance of Knowledge and Development, Australian National 

University, October 2008). 
26 See generally Yaeko Mitsumori, The Indian Pharmaceutical Industry: Impact of Changes in the IPR Regime 

(Springer, 2018).  
27 TRIPS (n 3) art 39(3).  
28 EAC Protocol on TRIPS Flexibilities (n 6) s 12; see also chapter three, section 3.3.6. 
29 TRIPS (n 3) art 66(1). 
30  This submission was derived from semi-structured interviews conducted for representatives of six 

pharmaceutical companies located in Kenya, Uganda and Tanzania: Interviews with Representatives of Six 

Pharmaceutical Firms (Olugbenga Olatunji, Nairobi, Kampala and Dar es Salam, April to June 2018).  
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4.2.2 Patentability criteria 

Under TRIPS, whether an invention is patentable is assessed using, among others, three 

omnibus criteria of novelty, inventive step, and industrial application.31 Because these criteria 

are couched in the form of flexible obligations, WTO members are at liberty to invoke them as 

policy tools to prosecute different innovation strategies: for instance, in countries where 

innovative capacity is negligible, a strict construction of these requirements may be used as a 

policy tool to broaden the public domain and leave sufficient space for reverse-engineering.32 

Conversely, an opposite strategy may be adopted by countries which boast of industries with 

significant innovative capacities.33 The EAC has opted for the former approach, a choice that 

is predictable in view of the region’s predilection for a broad public domain within which its 

local experts could freely partake in the technology catch-up race. 

Unlike the transition period flexibility which is limited to LDC partner states, the flexibility 

associated with patentability criteria is applicable to all partner states. While many LDC partner 

states currently do not offer patent protection for pharmaceutical products, the fact that most 

of them offer protection for pharmaceutical processes makes this flexibility relevant, as they 

can then construe the criteria strictly to exclude processes which are not deserving of patent 

protection. More importantly, extension of this flexibility to LDC partner states also serves a 

futuristic purpose since the transition period is time-bound and may cease anytime. In light of 

this, the EAC has suggested the constructions in Table 4.3 below for the three patentability 

criteria.        

S/N Recommendations EAC Protocol 

1 Assess ‘novelty’ against ‘worldwide prior arts’ s 5(1) 

2 Measure ‘inventive step’ through ‘highly skilled person’ s 5(2) 

3 • Construe ‘industrial application’ strictly (useful in industry) 

• Grant patent only to ‘research tools’ with ‘specific use’ 

s 5(3) 

s 5(3) 

Table 4.3: Recommendations on the patentability criteria 

National implementation of the patentability criteria have largely followed the EAC 

recommendations, which, as discussions in chapter three already showed, are not significantly 

different from common practices available among WTO members.34 For instance, all the EAC 

 
31 Apart from this trinity requirement, there are additional TRIPS criteria that patent offices also consider when 

deciding the patentability question, namely: eligible subject-matter, sufficient disclosure/enablement, 

specification, claims, and best mode: see TRIPS (n 3) arts 27(2)–(3) and 29.  
32 See chapter three, section 3.3.2. 
33 Ibid.  
34 Ibid.  
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partner states construe ‘novelty’ strictly by testing any claimed invention against worldwide 

prior arts.35 On ‘industrial application’, in line with the EAC recommendations, all partner 

states provide that patents should only be granted to inventions which are applicable within the 

industry,36 but none of them heeds the suggestion that patents should only be made available 

to research tools which have ‘specific uses’. The majority of the EAC partner states—Kenya,37 

Uganda, 38  Rwanda, 39  Tanzania-Mainland, 40  and Burundi 41 —adopt the standard of an 

‘ordinarily skilled person’ as opposed to a ‘highly skilled person’ recommended by the EAC 

for assessing if an invention involves an ‘inventive step’. Only Tanzania-Zanzibar applies the 

EAC recommended standard.42 Table 4.4 indicates how partner states have responded. 

Partner States Novelty Inventive Step Industrial Application Research Tools/Specific Use  

Uganda Worldwide Ordinary skill Useful in industry No provision 

T-Zanzibar Worldwide  High skill Useful in industry No provision 

T-Mainland Worldwide Ordinary skill Useful in industry No provision 

Rwanda Worldwide Ordinary skill Useful in industry No provision 

Burundi Worldwide Ordinary skill Useful in industry No provision 

Table 4.4: National responses to the patentability criteria 

Table 4.4 clearly shows that the EAC partner states have not confined the patentability of 

research tools to those with ‘specific uses’. The nature of research tools (examples include 

laboratory equipment, antibodies, and chemical reagents) is such that those who hold patents 

in them only reap the fruits of their exclusive rights when other researchers research with 

them.43 This peculiar nature of research tool patents exemplifies how easily they may be 

infringed. When this is added to the fact that the infringement of research tool patents is not 

excused under the research exception, as discussed in chapter three,44 it becomes obvious that 

partner states are more likely to benefit by implementing the EAC recommendation on ‘specific 

uses’ limitation. Had this been done, for instance, patent offices in partner states would have 

been able to rely on absence of ‘specific uses’ to reject patent applications for research tools 

 
35 See The Industrial Property Act (Kenya) No 3 of 2001 (IPA Kenya) s 23(2); IPA Uganda (n 17) s 10(2); 

Rwandan Law No 31/2009 (n 21) art 15; The Patents (Registration) Act (Tanzania-Mainland) Chapter 217 of 1995 

(Patents Act Tanzania-Mainland) s 9(2); Burundian Law No 1/13 (n 21) art 4; IPA Zanzibar (n 17) s 4(1)(b). 
36 IPA Kenya (n 35) s 25; IPA Uganda (n 17) s 12; Rwandan Law No 31/2009 (n 21) art 17; Patents Act Tanzania-

Mainland (n 35) s 11; Burundian Law No 1/13 (n 21) art 7; IPA Zanzibar (n 17) s 4(4). 
37 IPA Kenya (n 35) s 24. 
38 IPA Uganda (n 17) s 11. 
39 Rwandan Law No 31/2009 (n 21) art 16. 
40 Patents Act Tanzania-Mainland (n 35) s 10. 
41 Burundian Law No 1/13 (n 21) art 6. 
42 IPA Zanzibar (n 17) s 4(3). 
43 Jane Nielsen and Dianne Nicol, ‘The Reform Challenge: Australian Patent Law and the Emergence of 3D 

Printing’ in D Mendis, M Lemley and M Rimmer (eds), 3D Printing and Beyond: Intellectual Property and 

Regulation (Edward Elgar Publishing, 2019) 344-6; chapter three, section 3.3.4. 
44 See chapter three, section 3.3.4. 
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which assert multiple uses. Non-implementation of this recommendation thus seems to defeat 

the EAC’s objective of providing ‘enough policy space for public health purposes.’45 This 

unpleasant outcome may not be excused by the fact that only Kenya and Tanzania-Mainland 

offer patent protection to pharmaceutical products in the region. This is because the effects of 

the failure by these two partner states to limit the patentability of research tools will most likely 

reverberate throughout the region. 

Table 4.4 also shows that the majority of partner states prefer to assess ‘inventive step’ using 

the standard of a person ‘ordinarily skilled’ in the art as opposed to a person ‘highly skilled’ 

recommended by the EAC. As stated in chapter three, apart from the fact that the EAC fails to 

provide any guideline on the capability to be ascribed to this nominal person, assessing 

‘inventive step’ using such a standard is equally unrealistic.46 That the majority of the EAC 

partner states favour the ‘ordinary skill’ approach attests to the unpopularity of, and the 

difficulty in, applying this proposed alternative; it also affirms the criticism against the 

recommendation in chapter three. 47  Kenya, for example, is the only partner state with a 

Guidelines to Patenting document and, according to these Guidelines, a person skilled in the 

art ‘should be presumed to be an ordinary practitioner aware of what was common general 

knowledge in the art at the relevant date....’48 This is more realistic, workable and succinct 

enough to weed out low quality inventions, while not unnecessarily denying patents to 

deserving inventions. The prevailing national responses on the ‘inventive step’ requirement is 

emblematic of the few instances where a departure by the partner states from the EAC 

recommendation appears justifiable. 

4.2.3 Exclusion from patentability 

Exclusion from patentability is another TRIPS flexible obligation which may be deployed to 

broaden the public domain and promote innovative capacity among domestic 

entrepreneurs/researchers. This possibility results from the fact that, even though TRIPS 

contains a list of excludable subject-matter, this list is neither mandatory nor exhaustive.49 The 

fallout of this is that members are free, within the limit permissible under TRIPS itself, to 

 
45 EAC Policy on TRIPS Flexibilities (n 6) 13. 
46 See chapter three, section 3.3.2. 
47 Ibid. 
48 See Kenya Industrial Property Institute, Guideline for the Examination of Patents, Utility Models and Industrial 

Designs (2007) G 6.33.3. 
49 TRIPS (n 3) art 27(2)–(3). 
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exclude more subjects than listed under TRIPS exclusion provision.50 In view of this, the EAC 

has turned to this obligation, not only to widen the public domain, but also to ensure that the 

space so created is used by the regional pharmaceutical innovators and researchers to upgrade 

pharmaceutical production capacity. The EAC two-category recommendations are listed in 

Table 4.5 below.  

S/N Recommendations EAC Protocol 

1 Unspecified: excluded subject-matter in national laws of partner states  s 4 

2 • Natural substances, isolated or purified (no product patent, but 

process patent to be available) 

 

s 4(a) 

• New medical uses of known substances (no product patent, but 

process patent to be available) 

 

s 4(b) 

• Derivatives of known medical substances (patent to be available 

only if enhanced therapeutic efficacy or significant superior 

properties are established) 

 

 

s 4(c) 

Table 4.5: Recommendations on exclusion from patentability 

In response to the category one recommendation, the EAC partner states have excluded mostly 

identical subject-matter, most of which originate from TRIPS article 27(2) and (3).51 Category 

two exclusions, however, appear contentious, raising issues such as whether the excluded types 

of subject-matter (natural substances and new uses) do not conflict with TRIPS obligation to 

make patent available in all fields of technology, subject only to the requirements of novelty, 

inventive step and industrial application.52 One question that may generate debate is whether it 

is in compliance with TRIPS to exclude product patents in a blanket manner for purified or 

isolated natural substances and new medical uses of known substances, even when they fulfill 

all the patentability requirements. More importantly, while the judiciary in different WTO 

members may reach different conclusions vis-à-vis the patentability of individual natural 

substance-based inventions, the prevailing practice among members indicates that natural 

substances are patentable if they fulfill some nationally established tests (for instance, where 

they have been isolated or purified).53   

Nevertheless, viewed from the perspective of a region mostly populated by LDC partner states, 

the contention that the above recommendation is TRIPS-inconsistent may not hold, especially 

 
50 The exclusion of subject-matter from patentability must be done in compliance with the consistency and 

necessity tests: see chapter three, section 3.2. 
51 See IPA Kenya (n 35) s 21(3); IPA Uganda (n 17) s 8(3); Rwandan Law No 31/2009 (n 21) art 18; Patents Act 

Tanzania-Mainland (n 35) s 7(2); Burundian Law No 1/13 (n 21) art 17; IPA Zanzibar (n 17) s 3(1).  
52 TRIPS (n 3) art 27(1). 
53 For instance, while the EPC countries will grant patents for natural substances if they are isolated or purified, 

this issue has not been that straight forward in Australia and the US, where the courts have held otherwise. See 

chapter three, section 3.3.3. 
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in view of the fact that the EAC LDC partner states are entitled to the pharmaceutical exemption, 

which empowers them to exclude patents for pharmaceuticals until January 2033.54 As the 

consideration of the transition period obligation shows, the majority of LDC partner states 

exclude patent protection for pharmaceutical products, but accept patent applications for 

pharmaceutical processes. 55  LDC partner states should, therefore, embrace this 

recommendation which offers them additional grounds to label certain subjects as non-

patentable inventions.  

However, it is important to consider whether it is not tenuous to hinge subject-matter exclusions 

on a transition period as the EAC has done in this case. This consideration is important since a 

transition period only operates transiently and is expected to cease at some point. 56 

Nevertheless, while this is a genuine concern to consider, WTO members should not be 

precluded from using any flexibility to which they are entitled under TRIPS, not even on the 

ground that the flexibility is only transient in nature. The transition period is conceded to LDCs 

in recognition of their peculiar economic and administrative constraints and, specifically, to 

assist them in creating ‘a viable technological base’.57 If this goal can be achieved through the 

exclusion of some subject-matters from patentability, even if temporarily, there is no reason 

why such an approach should not be explored. The only potential drawback with this approach 

is that any exclusion based on the transition period will cease to apply as soon as the Council 

for TRIPS declines further extension or when any LDC partner state loses its LDC status. When 

this occurs, LDC partner states will then be required to amend their laws accordingly to remain 

TRIPS-compliant; such amendment will not obliterate any benefit already derived from using 

the flexibility to exclude certain subject-matter from patentability. 

The EAC partner states have implemented the category two recommendations as follows: 

Uganda, Rwanda, Tanzania-Zanzibar and Burundi exclude natural substances in the exact 

manner recommended by the EAC;58  Kenya (being a developing country) and Tanzania-

Mainland (being the only LDC which does not implement the pharmaceutical exemption) 

neither exclude natural substances nor new medical uses of known substances or derivatives of 

 
54 Decision of 6 November 2015 (n 14). 
55 See section 4.2.1 above. 
56TRIPS (n 3) art 66(1).  
57 Ibid. 
58 IPA Uganda (n 17) s 8(3)(g); Rwandan Law No 31/2009 (n 21) art 18(4); Burundian Law No 1/13 (n 21) art 17; 

IPA Zanzibar (n 17) s 3(1)(iv). 
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known medical substances. Similarly, though entitled to do so, Uganda does not exclude ‘new 

medical uses’ or ‘derivative of known medical substances’.  

As between the other partner states which implement the new uses and derivatives of known 

substances exclusion, no distinction is drawn between the two. Thus, Rwanda excludes ‘known 

substances for which a new use has been discovered’, but permits patentability if the resulting 

new use satisfies a strict patentability test.59 Both of Tanzania-Zanzibar and Burundi take a 

similar approach, excluding ‘new uses or forms of known product or process’ and ‘known 

substances for which a new use has been discovered’ respectively.60 Unlike Rwanda, these later 

partner states do not permit patentability regardless of whether some strict patentability criteria 

have been fulfilled.  

The above review evidences the lack of coherence inherent in the implementation of the ‘new 

use’ exclusion by the EAC partner states. Of course, it is within the prerogative of each LDC 

partner state to construe each flexibility as it deems fit; the point being made, however, is that 

a harmonised response would have been more beneficial to the regional objective of boosting 

pharmaceutical production capacity.  

Table 4.6 below aggregates the varied responses of the EAC partner states (P/S) to the two 

categories (Cat) of exclusions recommended by the EAC. This table shows that partner states’ 

responses to category one exclusions, though similar, are not identical and include grounds not 

listed under TRIPS. As stated in the previous chapter, the EAC recommendation could have 

been more explicit by harmonising subject-matter which partner states must exclude under 

category one.61 Another deduction from Table 4.6 is that, in addition to Kenya which does not 

implement any of the transition-based exclusions, Uganda (new medical uses/derivatives of 

medical substances) and Tanzania-Mainland (both entitled to transition-related exclusions) 

surrender this flexibility.  

Moreover, Kenya has introduced a unique exclusion under category one, which will absolutely 

raise the issue of TRIPS consistency. As the last exclusion in category one for Kenya indicates, 

a responsible Minister may exclude from patentability the method of use or uses of any 

molecule or other substances useful for treating or preventing any disease designated by the 

 
59 Rwandan Law No 31/2009 (n 21) art 18(5). 
60 IPA Zanzibar (n 17) s 3(1)(v); Burundian Law No 1/13 (n 21) art 17. 
61 See chapter three, section 3.3.3. 
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Minister as a serious health hazard or as being life threatening.62 While WTO members could 

exclude additional subject-matter aside from those expressly enumerated under TRIPS,  for 

any newly introduced exclusion to be valid, it must not violate the ‘consistency’ and ‘necessity’ 

tests already discussed in chapter three.63  Applied to the Kenya’s exclusion, the question 

becomes whether a total exclusion of such a ‘molecule’ or ‘substance’ from patentability is 

necessary to achieve the end of treating or preventing disease(s) designated as life threatening 

or as constituting serious health hazard. This hypothetical question can only be answered in the 

negative, since the same outcome would have been achieved through a less rights-intrusive 

alternative, namely compulsory licensing or a government use exception, both of which are 

comprehensively provided for under the Kenyan law.64 Furthermore, will this exclusion pass 

the three-steps test under TRIPS?65 This too is extremely unlikely, as excluding patentability 

on this ground will totally deprive the would-be patent owner and the public of any benefit that 

could have arisen from granting the patent.      

Overall, there is a need to tidy up these conflicting provisions, as failure to do so may frustrate 

the purpose intended to be served by this flexibility, namely: enlarging the public domain, 

incentivising local innovations, and boosting pharmaceutical production capacity.                                                                                                                        

P/S Kenya Uganda Rwanda Burundi T-Mainland T-Zanzibar 

Cat 

1 • Discoveries, 

scientific 

theories & 

mathematical 

methods 

• Schemes, 

rules or 

methods for 

doing 

business, 

performing 

purely mental 

acts or 

playing games 

• Diagnostic, 

therapeutic or 

surgical 

methods for 

treating 

• Discoveries, 

scientific 

theories & 

mathematical 

methods 

• Schemes, 

rules or 

methods for 

doing 

business, 

performing 

purely mental 

acts or playing 

games 

• Diagnostic, 

therapeutic or 

surgical 

methods for 

treating 

• Discoveries, 

scientific 

theories & 

mathematical 

methods 

• Schemes, rules 

or methods for 

doing business, 

performing 

purely mental 

acts or playing 

games 

• Diagnostic, 

therapeutic or 

surgical 

methods for 

treating human 

or animal 

• Plants and 

animals (other 

• Discoveries, 

scientific 

theories & 

mathematical 

methods 

• Diagnostic, 

therapeutic or 

surgical 

methods for 

treating human 

or animal 

• Plants and 

animals (other 

than micro-

organisms) & 

essentially 

biological 

processes for 

producing 

plants or 

• Discoveries, 

scientific 

theories & 

mathematical 

methods 

• Schemes, 

rules or 

methods for 

doing 

business, 

performing 

purely mental 

acts or 

playing 

games 

• Diagnostic, 

therapeutic or 

surgical 

methods for 

treating 

• Discoveries, 

scientific theories 

& mathematical 

methods 

• Schemes, rules or 

methods for 

doing business, 

performing 

purely mental 

acts or playing 

games 

• Diagnostic, 

therapeutic or 

surgical methods 

for treating 

human or animal 

• Plants and 

animals (other 

than micro-

organisms) & 

 
62 IPA Kenya (n 35) s 21(3)(e). 
63 See chapter three, section 3.2. 
64 See IPA Kenya (n 35) ss 72–77, 80. 
65 Any exception to a patent owner’s rights must be limited, must not ‘unreasonably conflict with a normal 

exploitation of the patent’, and must not ‘unreasonably prejudice the legitimate interests’ of patent owners when 

juxtaposed with ‘the legitimate interests of third parties’: see TRIPS (n 3) art 30. 
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human or 

animal 

• Mere 

presentation 

of information 

• Public health 

related 

methods of 

use or uses of 

any molecule 

or other 

substances … 

used for the 

prevention or 

treatment of 

any disease, 

provided 

responsible 

Minister 

designates 

such disease 

as a serious 

health hazard 

or as a life-

threatening 

disease   

 

human or 

animal 

• Mere 

presentation 

of information 

• Plants and 

animals (other 

than micro-

organisms) & 

essentially 

biological 

processes for 

producing 

plants or 

animals (other 

than non-

biological & 

micro-

biological 

processes) 

• The human 

body & all its 

elements in 

whole or in 

part 

than micro-

organisms) & 

essentially 

biological 

processes for 

producing 

plants or 

animals (other 

than non-

biological & 

micro-

biological 

processes) 

• Animal & plant 

varieties 

• Inventions 

whose 

commercial use 

is contrary to 

public order & 

morality 

animals (other 

than non-

biological & 

micro-

biological 

processes) 

• Animal & plant 

varieties 

• Plans/principles

/methods in the 

field of 

economic 

activities or 

performance of 

purely mental 

activities or in 

games 

• Inventions 

whose 

commercial use 

is contrary to 

public order & 

morality 

human or 

animal 

• Plants and 

animals (other 

than micro-

organisms) & 

essentially 

biological 

processes for 

producing 

plants or 

animals (other 

than non-

biological & 

micro-

biological 

processes) 

• Mere 

presentation 

of 

information 

essentially 

biological 

processes for 

producing plants 

or animals (other 

than non-

biological & 

micro-biological 

processes) 

• Animal & plant 

varieties 

• The human body 

& all its elements 

in whole or in 

part 

• Inventions whose 

commercial use 

is contrary to 

public order & 

morality 

 

2 • No exclusion 

for natural 

substances, 

new medical 

uses or 

derivatives of 

medical 

substances 

• Natural 

substances 

excluded 

• No exclusion 

for new 

uses/derivativ

e 

• Natural 

substances 

excluded 

• Known 

substances 

excluded 

• Natural 

substances 

excluded 

• Known 

substances 

excluded 

• No exclusion 

for natural 

substances, 

new medical 

uses or 

derivatives of 

medical 

substances 

• Natural 

substances 

excluded 

• New uses or form 

of known product 

or process 

excluded 

Table 4.6: National responses to exclusion from patentability 

4.2.4 Research exception 

As one of the non-contentious exceptions to the rights of patent owners under TRIPS,66 the 

research exception is beneficial to a region like the EAC, which seeks to improve technological 

capability across its numerous industries (including the pharmaceutical industry). The EAC 

can invoke this exception to create a legitimate non-infringing bubble within which local 

researchers could learn the art of innovation, first by copying or reverse-engineering patented 

articles, and ultimately, by generating innovative ideas of their own.67 This approach also fits 

accurately into the EAC’s aspiration for fostering an enlarged public domain supportive of 

local research. Table 4.7 below recapitulates the EAC recommendations on this exception. 

 
66 See TRIPS (n 3) art 30; chapter three, section 3.3.4.  
67 However, as fully discussed in chapter three, the research exception will only exempt otherwise infringing uses 

if they are carried out ‘on’ and not ‘with’ the patented research tools: ibid. 
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S/N Recommendations EAC Protocol 

1 Exempts research on patented invention (commercial or non-commercial) s 7(1)(1) 

2 Limit commercial research to generation of new knowledge s 7(1)(2) 

3 Establish a non-exclusive-compensation-only licensing system for patented 

research tools 

s 7(1)(3) 

    Table 4.7: Recommendations on the research exception 

Similar to other recommendations, the EAC partner states have responded differently in 

implementing the research exception. For instance, in compliance with the EAC advice, all the 

EAC partner states exempt research activities carried out on patented articles for non-

commercial purposes.68 Contrary to the EAC recommendation, however, all partner states fail 

to establish a non-exclusive-compensation-only licensing scheme for patented research tools.69 

Furthermore, only Uganda and Tanzania-Zanzibar exempt research on patented articles for 

commercial purposes, even though they also both fail to impose the corresponding requirement 

that such use must be directed toward generating new knowledge.70 Table 4.8 summarises this 

varying responses. 

Partner 

States 

Commercial 

Research 

Non-

Commercial 

Research 

Commercial 

Research 

Conditional 

Non-exclusive 

Licence (Research 

Tools) 

Kenya Not exempted Exempted No Not provided 

T-Zanzibar Exempted  Exempted No Not provided 

T-Mainland Not exempted Exempted No Not provided 

Rwanda Not exempted Exempted No Not provided 

Burundi Not exempted Exempted No Not provided 

Uganda Exempted Exempted No Not provided 

Table 4.8: National responses to the research exception 

With these incongruent national responses, one cannot but genuinely wonder whether the EAC 

partner states are truly committed to the achievement of the overarching regional goal of 

enhancing pharmaceutical production capacity. This observation becomes imperative in view 

of the ostensibly wide gap between what the EAC partner states agree to when acting as a 

region, and what they actually do at the point of national implementation. These incongruent 

approaches will undoubtedly negatively impact the overall regional goal vis-à-vis the 

enhancement of pharmaceutical production capacity. Consider the failure to exempt 

commercial research for instance. This seems to be fashioned after the US system where any 

inkling of commercial link defeats a claim to a research exception.71 However, unlike the US, 

 
68 IPA Kenya (n 35) s 58(1); IPA Uganda (n 17) s 44(a); Rwandan Law No 31/2009 (n 21) art 41(2); Patents Act 

Tanzania-Mainland (n 35) s 38(1); Burundian Law No 1/13 (n 21) art 57(3); IPA Zanzibar (n 17) s 12(4)(a)(iii). 
69 EAC Protocol on TRIPS Flexibilities (n 6) s 7(1). 
70 IPA Uganda (n 17) s 44(a); IPA Zanzibar (n 17) s 12(4)(a)(iii). 
71 See chapter three, section 3.3.4. 
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which has the most sophisticated technological capacity complemented by uniquely 

accomplished researchers, the EAC is just on the verge of developing basic technological base 

required to sustain the barest of industrial activities. This being the case, it would be in the best 

interest of the EAC partner states to make the fullest use of this exception by following the 

EPC approach (which extends the exception to commercial research) suggested in the regional 

policy document.72  

Probable arguments against the above approach may include that only two partner states 

(Kenya and Tanzania-Mainland) offer patent protection to pharmaceuticals and, as such, there 

will still be enough space in the remaining partner states for local researchers to refine their 

innovative skills. While this is relatively true, it should be recalled that the other EAC partner 

states, namely Rwanda, Burundi and Tanzania-Zanzibar, which exclude patent protection for 

pharmaceutical products, permit it for pharmaceutical processes. With this in mind, will it not 

be infringing to ‘research on’ patented pharmaceutical processes within a commercial context, 

even though the intention of such research is to discover a better process? Similarly, what 

happens post-transition period, when it becomes mandatory for the EAC LDC partner states to 

offer patent protection for pharmaceutical products? A broad research exemption would take 

care of these hypothetical scenarios.  

Additionally, it may be contended that incremental commercial research in the pharmaceutical 

industry will not be affected by the non-implementation of a commercial research exception 

by the majority of the EAC partner states because a specialised exception, the Bolar exception, 

allows research on patented pharmaceutical products, even if done in a commercial context.73 

The problem with this submission is that the Bolar exception only applies within the limited 

context of conducting infringing research for purposes ‘reasonably related’ to obtaining 

marketing approval.74 Given this limitation, any experimental research in the pharmaceutical 

industry which is not so related will be infringing, even if geared towards generating new 

knowledge.75  

On the other hand, the Ugandan and Tanzanian-Zanzibar approaches which provide a blanket 

exemption for commercial research, regardless of whether it is intended to advance more 

 
72 Ibid. 
73 See chapter three, section 3.3.5. 
74 Ibid.  
75 Ibid. 
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knowledge or not, is also challenging, as it runs the risk of encouraging free-riding, and will 

most likely disadvantage holders of patents claiming research tools.  

Overall, the failure to comply with the EAC recommendations on research tools (application 

to commercial and non-commercial research) may negatively impact the region vis-à-vis the 

availability of research space and the protection of patent owners’ rights. On the one hand, 

where a research exception applies to commercial research without limitation to cases where 

the intention is to generate new knowledge (the extant position in Uganda and Tanzania-

Zanzibar), owners of patents claiming these tools stand the risk of having their rights infringed 

without compensation. This risk derives from the nature of research tools, which are mainly 

used complementarily in conducting other research, including commercial experimental 

research.76 The application of a blanket commercial research exception to research tools will, 

therefore, produce a situation where these tools will not be infringed when used experimentally 

to further other commercial research (that is, cases of research with as opposed to research on 

patented research tools). On the other hand, in the EAC partner states where a research 

exception is limited to non-commercial research, any commercial use of patented research tools 

without authorisation will be infringing regardless of whether such use falls under the research 

on or research with categorisation. This may encourage owners of patents claiming research 

tools to use judicial injunction to prohibit any attempt to ‘research on’ these tools, a practice 

which may jeopardise follow-on research, especially where a patent owner declines granting 

voluntary licence for their research tools. Establishing a non-exclusive-compensation-only 

licensing scheme for research tools, as the region suggests, will go a long way to limiting the 

two undesirable eventualities highlighted above. 

4.2.5 Bolar exception 

Unlike the research exception, which any willing WTO member may broadly implement to 

exempt both infringing commercial and non-commercial research ‘on’ patented articles (where 

such infringing use is geared toward the generation of new knowledge), the Bolar exception 

applies within the limited context of uses reasonably related to obtaining marketing approval 

for generic or originator pharmaceutical products or, sometimes, products generally.77 The 

exception is particularly beneficial to the pharmaceutical industry and the access to medicines 

campaign because it facilitates the early entry of generic pharmaceutical products into 

 
76 Nielsen and Nicol (n 43). 
77 See chapter three, section 3.3.5. 
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circulation as soon as patents expire.78 If effectively implemented, the Bolar exception may 

foster access in the EAC since it legitimises early dealing with patented pharmaceutical 

products and expedites the time within which generic version of originators’ drugs could enter 

the regional market.  

Table 4.9 iterates the interpretive approach suggested by the EAC.   

S/N Recommendations EAC Protocol 

1 Exempt uses reasonably related to obtaining marketing approval s 7(2) 

2 Exemption to cover local and foreign uses s 7(2) 

3 Apply exemption to ‘any product’ s 7(2) 

Table 4.9: Recommendations on the ‘Bolar’ exception 

An overview of the EAC partner states’ responses reveals that all LDC partner states, except 

Tanzania-Mainland, implement the Bolar exception in accordance with the regional 

propositions. 79  For instance, they all exempt otherwise infringing uses of patented 

pharmaceutical products if the purpose for which the infringing uses occurs is reasonably 

related to generating dossiers for obtaining marketing approval for new or generic products 

under domestic or foreign law.80  

Neither Kenya nor Tanzania-Mainland has provided for the Bolar exception, leaving the 

research exception the only option that pharmaceutical firms in these partner states may resort 

to. However, the problem with this, as already noted, is that the construction of the research 

exception in the two partner states is so narrow that only non-commercial research could be 

exempted. 81  Consequently, it will be infringing to attempt to use, buy or sell patented 

pharmaceutical products for the purpose of collecting data required for obtaining marketing 

authorisation at home or abroad.82 It is a paradox that Kenya and Tanzania-Mainland, which 

both offer patent protection for pharmaceutical products and processes, fail to implement the 

Bolar exception, despite the fact that this exception could have benefitted generic producers in 

their domains. In contrast, other LDC partner states, which have no extant obligation to enact 

the Bolar exception, have provided for it in accordance with the EAC recommendations. 

Because pharmaceutical production capacity in the region is currently largely restricted to basic 

 
78 See Carlos M Correa, ‘The Bolar Exception: Legislative Models and Drafting Options’ (Research Paper No 66, 

South Centre, March 2016) 5. 
79 IPA Uganda (n 17) s 44(c); Rwandan Law No 31/2009 (n 21) art 41(3); Burundian Law No 1/13 (n 21) art 57(5); 

IPA Zanzibar (n 17) s 12(4)(a)(v). 
80 Ibid. 
81 See section 4.2.4 above. 
82 Ibid. 
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generic formulations, it is possible that this non-implementation may not have an immediate 

adverse impact on pharmaceutical firms in the region. Nevertheless, a harmonised approach to 

implementation is expected to benefit the region, if not now, at least in the nearest future.  

The summary of the national responses on this flexibility is represented in Table 4.10 below.     

Partner 

States 

Exception 

Included 

Local Uses Foreign Uses Coverage 

Kenya No No No Not Applicable 

T-Zanzibar Yes Exempted Exempted Any product 

T-Mainland No No No Not Applicable 

Rwanda Yes Exempted Exempted Any product 

Burundi Yes Exempted Exempted Any product 

Uganda Yes Exempted Exempted Any product 

Table 4.10: National responses to the ‘Bolar’ exception 

4.2.6 Test data protection 

The rationale for protecting clinical test data within an intellectual property (IP) framework has 

been attributed to the enormous financial investment that goes into organising clinical trials 

and generating test data which is required to validate efficacy and safety claims made in 

marketing approval applications.83 To protect test data, WTO members have a choice between 

two options: protection against ‘unfair commercial use and disclosure’ (otherwise known as 

the ‘misappropriation regime’) or ‘data exclusivity’ which protects any kind of use for certain 

period.84 As already noted, the TRIPS-consistency of both approaches is indisputable.85 Given 

the practical implication of a data exclusivity approach (namely, the conferment of monopoly 

right on the generator of the data and preclusion of unauthorised access throughout the period 

of protection even when such product is out of patent), the EAC’s preference for a 

misappropriation regime is logical.  

Table 4.11 restates the EAC recommendations for implementing the test data obligation.          

S/N Recommendations EAC Protocol 

1 Kenya, the only non-LDC partner state, to immediately protect against ‘unfair 

commercial use and disclosure’ (misappropriation regime) 

s 12(1) 

2 LDC partner states should postpone compliance to post-transition period s 12(1) 

3 All partner states to allow reliance on submitted data to assess safety & 

efficacy of subsequent generic applications 

s 12(2) 

Table 4.11: Recommendations on the test data obligation 

 
83 See generally G Lee Skillington and Eric M Solovy, ‘The Protection of Test and Other Data required by Article 

39.3 of the TRIPS Agreement’ (2003) 24 Northwestern Journal of International Law & Business 1. 
84 Ibid. . 
85 See chapter three, section 3.3.6. 
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The national responses on this obligation may be categorised into three, with Tanzania-

Zanzibar and Burundi falling in the first category. They adopt a convoluted approach which 

may be summarised as follows: where submitted test data is in respect of new chemical entity 

and involves significant financial and physical efforts to generate, both partner states confer 

exclusive right on such data for a maximum period of five years.86  A chemical entity is new if 

it has not been granted marketing approval nor marketed anywhere in the world within the 

period of 18 months following the first marketing approval granted or marketing carried out 

anywhere in the world.87 Notwithstanding this exclusivity, the laws in both partner states 

permit a reliance on test data by subsequent applications in certain circumstances,88 subject to 

the condition that compensation is paid for the access. The payable compensation is to be 

negotiated and agreed between the originator of test data and the party seeking reliance; but, 

where both parties fail to reach an agreement, the payable compensation will be as fixed by the 

marketing approval authority. 89  Reliance is also permitted where a subsequent applicant 

demonstrates that they have independent access to the data from public source.90  

The laws in category one partner states also permit reliance on test data without compensation 

in the following circumstances: where reliance is for non-commercial purposes such as where 

a university or research institution is requested by the government to rely on the data for the 

purpose of verification; where an applicant seeking reliance undertakes to postpone actual 

market entry until after the expiration of the exclusivity period; or where reliance is sought for 

marketing approval purposes in respect of export, accompanied by an undertaking that the 

products will not be commercialised in Tanzania-Zanzibar or Burundi.91 Furthermore, where 

test data relates to non-new chemical entities such as new uses or new indications, both partner 

states adopt the EAC recommended misappropriation regime under which test data is only 

protected against ‘unfair commercial use and disclosure’ and marketing approval authorities 

are allowed to rely on submitted test data for approving subsequent applications.92  

 
86 IPA Zanzibar (n 17) s 72(5)(a) – (b); Burundian Law No 1/13 (n 21) arts 375–6. 
87 IPA Zanzibar (n 17) s 72(5)(f); Burundian Law No 1/13 (n 21) art 380. 
88 These circumstances include where obtaining original data has caused suffering to human and animal, or in 

cases of extreme urgency, or in cases of failure to commercialise the product within a reasonable time after 

granting approval, or where compulsory licensing has been granted: see IPA Zanzibar (n 17) s 72(5)(c); Burundian 

Law No 1/13 (n 21) art 377. 
89 See IPA Zanzibar (n 17) s 72(5)(c); Burundian Law No 1/13 (n 21) art 377. 
90 IPA Zanzibar (n 17) s 72(5)(e); Burundian Law No 1/13 (n 21) art 379. 
91 IPA Zanzibar (n 17) s 72(5)(g); Burundian Law No 1/13 (n 21) art 381. 
92 IPA Zanzibar (n 17) s 72(5)(f); Burundian Law No 1/13 (n 21) art 380. 
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Finally, the laws in both partner states seek to postpone the entry into force of these provisions. 

However, while Tanzania-Zanzibar successful achieved this purpose, the reality is different for 

Burundi. For instance, in Tanzania-Zanzibar, these provisions will not enter into force until 

after the expiration of the country’s transition period, which currently stands at January 2033 

(any subsequent extensions by the Council for TRIPS are also covered).93 In contrast, however, 

while the law in Burundi also evince an intention to postpone the entry into force of these 

provisions, the fact that Burundi did not properly implement the transition period obligation to 

cover future extensions means that these provisions had already entered into force for Burundi 

since January 2016 (being the last extension period referenced in its patent law).94 

Looking at the convoluted approach adopted in Tanzania-Zanzibar and Burundi, one cannot 

but wonder what two LDC partner states, expressly exempted from the test data obligations, 

and with no mandatory obligation to enact a data exclusivity regime, stand to gain by legislating 

comprehensive and long-winded provisions on test data.95 Could the justification be to curry 

technology transfer and foreign direct investment into their domains? As the thesis has already 

demonstrated, there is no empirical data supporting the hypothesis that a strong IP regime is 

sufficient in itself to promote investment in, and technology transfer to, low and middle income 

countries.96 What is certain, however, is that the two partner states have committed to adding 

a test-data monopoly to the already existing patent monopoly the moment this data exclusivity 

regime enters into force—this already occurred for Burundi in 2016, while for Tanzania-

Zanzibar, the obligation will enter into force as soon as the transition period is no longer 

applicable.97  

It is possible to argue that a test data regime does not always confer a separate monopoly since 

the five years of data exclusivity may sometimes fall within the 20 years of patent exclusivity. 

As true as this may be, problem may nonetheless arise where a company decides to solely rely 

on test data for the protection of supposedly new chemical entity, especially where the company 

has doubts as to the patentability of the chemical entity associated with the test data. Where 

this occurs, an extra hurdle is created for generic firms which would have to choose between 

 
93 IPA Zanzibar (n 17) s 72(5)(h).  
94 Burundian Law No 1/13 (n 21) art 382. 
95 One possible explanation may be that these provisions are externally influenced by the World Intellectual 

Property Organisation, a body reputable for providing ‘technical assistance’ to LDCs in drafting their IP laws: see 

Carolyn Deere-Birkbeck and Ron Marchant, ‘Implementation of the Technical Assistance Principles of the WIPO 

Development Agenda’ (2011) 14(2) Journal of World Intellectual Property 103, 109–10. 
96 See chapter two, section 2.4.3. 
97 IPA Zanzibar (n 17) s 72(5)(h); Burundian Law No 1/13 (n 21) art 382. 
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paying for relying on the test data or waiting out the five years of exclusivity. Irrespective of 

what option is preferred, the outcome is either a delay or a more expensive access to essential 

medical products in the two partner states.        

In the second category are Kenya, Tanzania-Mainland and Rwanda—they all have no provision 

on test data protection. The absence of a legal provision in Kenya notwithstanding, an officer 

of the Poison and Pharmacy Board (the body responsible for keeping test data information and 

granting marketing approval) informed the researcher that the Board often relied on dossiers 

submitted by applicants and that whether separate test data submission would be required 

would depend on the historical origin of the medical products involved. 98  For imported 

products, marketing approval would be granted if the products had already been approved in 

the country of import and provided the country of import was among those recognised by the 

Board for that purpose.99 The same rule applies to locally manufactured medical products and 

since local pharmaceutical firms mainly deal in generic products, the Board, the representative 

stated, often looked to the historical origin of the product, together with the submitted dossiers 

to determine whether the sought marketing approval should be granted.100 A similar approach 

also applied in Tanzania-Mainland, according to interviewed stakeholders.101  

Uganda is in the third category and it protects test data against unfair commercial use and 

disclosure under a trade secret law.102 While this law is silent on whether reliance on test data 

by subsequent generic applicants is permissible, the practice at the National Drug Agency, the 

body responsible for considering marketing approval applications, is to allow reliance based 

on the origin of the pharmaceutical products—the same practice as applied in Kenya and 

Tanzania-Mainland.103  

Above all, while these varied approaches—especially the approaches in Tanzania-Zanzibar and 

Burundi—should generate concerns, the truth remains that test data provisions, including the 

pro-patent owners’ approach favoured in the two LDC partner states, are not likely to have any 

practical effect in the region for some time. The reason for this is not far-fetched: the leading 

 
98 Interview: Poison and Pharmacy Board of Kenya (Olugbenga Olatunji, Nairobi, Kenya, 18 April 2018). 
99 Ibid. 
100 Ibid.  
101 Though, the representative of the Tanzania Food and Drug Authority declined participating in an interview 

session with the researcher, the representatives of two pharmaceutical firms which participated in the interviews 

told the researcher that the Kenyan rule on test data also applied in Tanzania. Interviews: Mansoor Daya 

Pharmaceutical Ltd (Tanzania) (Olugbenga Olatunji, Dar es salaam, Tanzania, 28 May 2018); ZENUFA 

Laboratories (Olugbenga Olatunji, Dar es salaam, Tanzania, 02 June 2018). 
102 See Trade Secrets Protection (Uganda) Act of 2009, s 11. 
103 Interview: National Drugs Authority (Olugbenga Olatunji, Kampala, Uganda, 2 May 2018). 
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pharmaceutical firms and importers in the region deal almost entirely in generic products, 

which do not require the submission of new test data as already indicated. As a matter of fact, 

neither Tanzania-Zanzibar nor Burundi has a vibrant pharmaceutical industry, and they both 

rely heavily on importation within and outside the region.104 Tanzania-Mainland, Kenya and 

Uganda are the hubs of pharmaceutical production in the region and, from interviews 

conducted for stakeholders, even the capacity of firms in these partner states is limited mainly 

to basic formulations.105 Nevertheless, for future purposes and to provide sufficient public 

domain for local pharmaceutical firms to continue to build capacities and expand technological 

base, partner states should adopt the misappropriation regime suggested under the EAC 

Protocol on TRIPS Flexibilities.  

The above national responses are summarised in Table 4.12 below. 

Partner 

States 

Misappropriation 

Regime 

Data 

Exclusivity 

Permit Reliance Apply post 

Transition Period   

Kenya No provision No provision (In practice) Yes Not Applicable 

T-Zanzibar Yes Yes (If not NCE) Yes Yes 

T-Mainland No provision No provision (In practice) Yes No provision 

Rwanda No provision No provision No provision No provision 

Burundi Yes Yes (If not NCE) Yes No 

Uganda Yes No (In practice) Yes No 

Table 4.12: National responses to the test data obligation 

4.2.7 Disclosure requirement 

A properly implemented disclosure requirement is fundamental to ensuring that the 

government derives benefit from the social contract entered into with patent applicants: under 

this contract, the former confers a temporary monopoly right on the latter, in return for an 

undertaking by the latter to completely and sufficiently disclose relevant information on how 

to work their inventions.106 This arrangement has found justification in the explanation that 

information regarding patented inventions become publicly available from the publication date, 

and, while these information cannot be accessed for the purpose of commercially replicating 

the patented products during the patent period, they are accessible for incremental research 

purposes.107  

 
104 The bulk of the pharmaceutical manufacturing capacity in Tanzania is located in Tanzania-Mainland, while 

pharmaceutical manufacturing capacity in Burundi is negligible.    
105 Six representatives were interviewed, with two each from Kenya, Uganda and Tanzania: see chapter one, 

section 1.6.3. 
106 See Dale L Carlson, Katarzyna Przychodzen and Petra Scamborova, ‘Patent Linchpin for the 21st Century? —

Best Mode Revisited’ (2005) 45 IDEA 267, 269. 
107 Ibid. 



137 

 

Whether this benefit will materialise, however, depends largely on the manner of implementing 

the disclosure obligation: for instance, there is a high probability of this benefit materialising 

where the required disclosure is hinged on a sufficiently clear and complete standard as TRIPS 

requires.108 Anything short of this may make it easily possible for patent owners to game the 

system by benefitting from the patent-conferred monopoly rights, while simultaneously 

keeping the essential part of the information required to work the invention as trade secret. As 

Table 4.13 shows, the EAC overemphasises ‘mode’ of disclosure as opposed to manner of 

disclosure which is at the core of this obligation. 

S/N Recommendations EAC Protocol 

1 Require disclosure of all modes s 6(1) 

2 Require express indication of ‘best mode’ s 6(1) 

        Table 4.13: Recommendations on the disclosure requirement 

An overall perusal of the national responses to this obligation shows an acknowledgment of 

the failure of the regional approach to address the core of TRIPS obligation, namely, that 

disclosure be clear and sufficient. This fundamental requirement, together with the ‘best mode’ 

approach suggested by the EAC, are reflected in the majority of national responses. For 

instance, Tanzania-Mainland and Tanzania-Zanzibar require that disclosure be done ‘in a 

manner sufficiently clear and complete’ and that a patent applicant particularly ‘indicate the 

best mode for carrying out the invention’.109 Using a similar language, Kenya and Uganda 

mandate a disclosure of an invention that is ‘full, clear, concise and exact….’110 Ugandan law 

wants ‘all practicable modes’ disclosed and a best mode indicated, while Kenyan law simply 

speaks of indicating ‘the best mode for carrying out the invention’.111  

In Rwanda, the preferred language is disclosure in a ‘manner sufficiently clear, complete and 

intelligible’, and it is required additionally that an applicant indicates ‘the best way’ of using 

the invention.112 Lastly, Burundi takes a slightly different approach, requiring on the one hand 

a disclosure ‘in a manner that is sufficiently clear and comprehensive’, and on the other, an 

indication of ‘at least one embodiment of the invention….’113 In all cases, what amounts to 

 
108 TRIPS (n 3) art 29(1). 
109 Patents Act Tanzania-Mainland (n 35) s 18(6); IPA Zanzibar (n 17) s 16(4)(a). 
110 IPA Kenya (n 35) s 34(5), as amended by the Statute Law (Miscellaneous Amendments) Act 2008; IPA Uganda 

(n 17) ss 21(5)(a) and 39(a). 
111 Ibid.  
112 Rwandan Law No 31/2009 (n 21) art 25. 
113 Burundian Law No 1/13 (n 21) art 20. 
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‘sufficient and clear disclosure’ and/or ‘best mode’ is determined by what is disclosed and 

indicated at the filing or priority date (where priority is claimed).114   

Table 4.14 collates these responses. 

Partner 

States 

Sufficiently clear 

and complete 

Indicate all 

modes 

Indicate best 

mode 

Kenya Yes No  Yes 

T-Zanzibar Yes No Yes 

T-Mainland Yes No Yes 

Rwanda Yes No Yes 

Burundi Yes No No 

Uganda Yes Yes Yes 

 Table 4.14: National responses to the disclosure requirement 

One shortcoming of the EAC approach identified in chapter three is its failure to provide a 

harmonised guide for partner states on implementing the core principle of the disclosure 

requirement, namely, the need for disclosure to be made in a sufficient and clear manner.115 It 

is, therefore, commendable that partner states address this shortcoming in their national 

responses. This approach will benefit the region by ensuring, among other things, that patents 

granted in the region are of high quality (since those insufficiently disclosed will not be 

granted); that sufficient space is available for the research community to build technological 

base by learning incremental research using published patent information; and that the entire 

public benefit through access to more affordable innovative products after patent rights have 

expired.116  

Chapter three also criticised the recommendation relating to disclosing ‘all modes’ and 

indicating a ‘best mode’ as superfluous.117 As contended in that chapter, the best mode standard 

is subjective, difficult to prove and is determined at the time of filing patent application or any 

earlier priority date claimed.118 This limited timeframe renders the ‘best mode’ standard useless, 

particularly since what appears as the best mode at the time of filing or at a priority date will 

most certainly have changed by the time patent is granted or litigation instituted.119 Since 

keeping the ‘best mode’ requirement on the statute book is unlikely to practically benefit patent 

 
114 IPA Kenya (n 35) s 34(5) (as amended); IPA Uganda (n 17) ss 21(5)(a); Rwandan Law No 31/2009 (n 21) art 

25; Patents Act Tanzania-Mainland (n 35) s 18(6); Burundian Law No 1/13 (n 21) art 20; IPA Zanzibar (n 17) s 

16(4)(a). 
115 See chapter three, section 3.3.7. 
116 See generally Moir (n 25). 
117 See chapter three, section 3.3.7. 
118 Ibid. 
119 Ibid. 



139 

 

grant or serve invalidity purposes, discarding it will also not jeopardise the ability of partner 

states to derive any of the above benefits associated with simply using a ‘sufficiently clear and 

complete’ standard. 

4.2.8 Opposition procedure 

The EAC’s determination to improve access to medical products by increasing pharmaceutical 

production capacity can also benefit from a regionally synchronised use of an administrative 

opposition procedure. This procedure is one of the numerous optional obligations under 

TRIPS,120 and it is beneficial to a region like the EAC because it paves the way for interested 

parties to challenge patent applications before or after grant. Specifically, an opposition 

procedure may be used to further broaden the regional public domain in the EAC; to regulate 

the propensity of patent evergreening; and to supplement the knowledge of patent examiners 

who can benefit from the multiple areas of expertise of opposition applicants.121 Overall, by 

ensuring the grant of mostly quality patents, local pharmaceutical firms are left with enough 

space to research, reverse-engineer and manufacture generic medical products to benefit the 

regional population. The EAC recommendations on implementing this optional obligation are 

reproduced in Table 4.15 below. 

S/N Recommendations EAC Protocol 

1 Provide for pre-grant opposition procedure s 3(1) 

2 Provide for post-grant opposition procedure s 3(1) 

3 Partner state to determine the grounds for opposition s 3(1) 

   Table 4.15: Recommendations on administrative opposition procedure 

Similar to other EAC recommendations, the EAC partner states have responded differently in 

implementing the above recommendations. For example, three of the EAC partner states which 

have existing obligations to offer patent protections either for both pharmaceutical products 

and processes (Kenya and Tanzania-Mainland) or for pharmaceutical processes only (Rwanda), 

fail to provide for either a pre-grant or post-grant opposition procedure. These partner states 

only provide for the revocation or invalidation of patents through the conventional court 

system.122 On the other hand, there is the approach adopted in Tanzania-Zanzibar and Burundi 

under which a pre-grant opposition procedure is available: in Tanzania-Zanzibar, an 

application opposing patent grant must be brought after the publication of the patent application 

 
120 See TRIPS (n 3) 62(4). 
121 See generally Allan M Soobert, ‘Breaking New Grounds in Administrative Revocation of US Patents: A 

Proposition for Opposition – and Beyond’ (1998) 14 Santa Clara High Technology Law Journal 63. 
122 IPA Kenya (n 35) s 103; Patents Act Tanzania-Mainland (n 35) s 64; Rwandan Law No 31/2009 (n 21) art 36. 



140 

 

but before grant, whereas in Burundi, such application must be brought within 90 days of 

publishing the patent application.123 This leaves Uganda as the only partner state which follows 

the EAC proposition of combining both pre- and post-grant opposition procedures. Similar to 

the time limit in Burundi, Uganda requires a pre-grant opposition application to be brought 

within 90 days, while a post-grant application must be filed within one year.124  

As Table 4.16 below indicates, even the grounds for granting opposition (pre- or post-patent 

grant) are different among the EAC partner states.125 Two observations may be made from 

Table 4.16: (1) as pointed out in the previous chapter, the EAC approach is deficient by not 

harmonising for the partner states grounds upon which opposition applications may be 

brought;126 and (2) the partner states for which these recommendations really matter have not 

implemented the opposition procedure. In support of the latter observation, out of the three 

partner states which accommodate the leading pharmaceutical firms in the region (Kenya, 

Tanzania and Uganda), only Uganda has followed the EAC approach of adopting both pre- and 

post-grant opposition procedures.127 The irony in this on-the-ground reality is that the adoption 

of the recommended approach by Uganda cannot be of any practical benefit to the 

pharmaceutical firms domiciled in that country. This is because, by virtue of the extant patent 

law in Uganda, there is no obligation to protect pharmaceutical products; hence, there is no 

patent application to oppose.128 Additionally, it was argued in chapter three that combining 

both pre- and post-grant opposition procedures is riddled with many challenges, with inordinate 

delay as one of the prominent challenges.129   

Partner 

States 

Pre-grant Post-grant Revocation or 

Invalidation 

Grounds 

Kenya No No  Yes • patent granted to wrong inventor 

• infringement of earlier patent right by 

patentee 

• failure to meet patentability criteria  

• insufficient disclosure  

• non-stipulation of best mode  

• material misrepresentation in application 

process.  

T-Zanzibar Yes No Yes • failure to meet formality requirements 

• failure to meet patentability criteria 

 
123 IPA Zanzibar (n 17) s 10(7)(a); Burundian Law No 1/13 (n 21) art 48. 
124 IPA Uganda (n 17) ss 28(7)–(9), 32(5)–(6). 
125 IPA Kenya (n 35) s 103(3); IPA Uganda (n 17) ss 28(9) and 32(5); Rwandan Law No 31/2009 (n 21) art 36; 

Patents Act Tanzania-Mainland (n 35) s 64(2); Burundian Law No 1/13 (n 21) art 48; IPA Zanzibar (n 17) s 

10(7)(a). 
126 See chapter three, section 3.3.8. 
127 IPA Uganda (n 17) ss 28(7)–(9), 32(5)–(6). 
128 See IPA Uganda (n 17) s 8(3)(f). 
129 Ibid. 



141 

 

• invention excluded from patentability 

T-Mainland No No Yes • failure to meet patentability criteria,  

• invention excluded from patentability 

• insufficient disclosure  

• non-stipulation of best mode 

• patent granted to wrong inventor 

Rwanda No No Yes • claim-related issues 

• failure to meet patentability criteria 

• invention excluded from patentability  

• insufficient disclosure 

• non-stipulation of best mode  

Burundi Yes No Yes No grounds are expressly stipulated. Law only 

provides: ‘such opposition shall indicate … the 

arguments and evidence put forward by the 

opposing party to prevent the grant of the 

patent.’  

Uganda Yes Yes Yes • failure to meet patentability criteria 

• invention excluded from patentability 

• failure to comply with formality requirements 

Table 4.16: National responses to administrative opposition procedure 

Fundamentally, the failure by Kenya and Tanzania-Mainland to implement a pre-grant 

opposition procedure is a conspicuous indication of incongruity between the self-professed 

objective of the region (in this case, using the TRIPS flexibilities to promote pharmaceutical 

production capacity) and the national responses of some partner states. Conversely, while 

partner states like Tanzania-Zanzibar and Burundi provide for pre-grant opposition procedure, 

they both lack the requisite pharmaceutical production capacity which would have benefitted 

from that provision.130 The fact that there was no functioning pharmaceutical firm in Rwanda 

also renders it irrelevant whether Rwanda implements a pre-grant opposition procedure.131 

Conclusively, with Kenya and Tanzania-Mainland ostensibly putting patent rights ahead of 

public health, it is apparent that the EAC cannot, at least for now, practically benefit from using 

patent opposition procedure. 

4.2.9 Exhaustion regime 

There is a close nexus between the regime of exhaustion implemented by a country and the 

availability of the flexibility of parallel importation. Parallel importation occurs when patented 

medical products are imported from one market to another, by an importer who is neither the 

patent owner nor their authorised agent, but whose otherwise infringing act is absolved by an 

earlier legitimate placement of the medical products on the first market either by the patent 

 
130 See chapter one, section 1.6.3. 
131 Ibid. 
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owner or their authorised agent.132 As already explained, the importer in this scenario will not 

be liable for patent infringement if the imported (patented) products are either not under patent 

in the country of destination or, where under patent, the destination country has adopted an 

exhaustion regime which excuses such importation from being infringing.133 Theoretically, 

therefore, a regional or an international exhaustion regime should normally allow for the 

importation of affordable drugs from markets with sufficient manufacturing capacity.  

The single recommendation of the EAC on this obligation is shown in Table 4.17 below.  

S/N Recommendations EAC Protocol 

1 Provide for international exhaustion regime s 3(1) 

   Table 4.17: Recommendations on the exhaustion regime 

Looking at the patent laws of the EAC partner states, the national responses on the ‘exhaustion 

regime’ may be synthesised into three groups. In the first group are partner states like Kenya, 

Uganda and Tanzania-Zanzibar, which follow the EAC advice by exempting ‘acts in respect 

of articles which have been put on the market in Kenya [Uganda or Tanzania-Zanzibar] or in 

any other country or imported into Kenya [Uganda or Tanzania-Zanzibar].’134 In these partner 

states, the exception of parallel importation is made available unconditionally.  

Burundi is the only partner state in the second group. According to its law, ‘acts relating to 

goods placed on sale in Burundi or in any other country by the patent holder or with his 

consent…’ are exempted from infringement.135 This is an acknowledgment of the applicability 

of an international exhaustion regime, and by extension, parallel importation. Unlike Kenya 

and other partner states in the first group, however, the use of parallel importation in Burundi 

is heavily regulated. For instance, only the Minister responsible for trade is empowered to 

authorise the use of parallel importation, a power the Minister can exercise suo motu or at the 

request of an interested party.136 Even at that, a request from an interested party will only be 

considered if it relates to products which are not available in Burundi, or are available in 

 
132 See generally Sarah McKeith, ‘Pharmaceutical Patents in Developing Nations: Parallel Importation and the 

Doctrine of Exhaustion’ (2013) 6 African Journal of Legal Studies 287; Rajnish Kumar Rai and Srinath 

Jagannathan, ‘Parallel Imports and Unparallel Laws: An Examination of the Exhaustion Doctrine through the 

Lens of Pharmaceutical Products’ (2012) 21 Information & Communications Technology Law 53; VK Pathak, 

‘Intellectual Property Rights and Parallel Trade: Debate on National versus International Exhaustion of Rights’ in 

BC Nirmal, Rajnish Kumar Singh (eds), Contemporary Issues in International Law: Environment, International 

Trade, Information Technology and Legal Education (Springer, 2018); FM, Abbott, Parallel Importation: 

Economic and Social Welfare Dimensions (International Institute of Sustainable Development, 2007). 
133 Ibid; see also chapter three, section 3.3.9. 
134 IPA Kenya (n 35) s 58(2); IPA Uganda (n 17) s 43(2); IPA Zanzibar (n 17) s 12(4)(a)(i). 
135 Burundian Law No 1/13 (n 21) art 57(1). 
136 Ibid art 59. 
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insufficient quality or quantity to meet local needs or if the price charged locally is exorbitant 

or if such request is justified in the interest of the public.137 Furthermore, the Minister may 

revoke (for failure to meet the goal of the grant) or cancel (where conditions justifying the grant 

no longer exist) already granted authorisation of parallel importation.138  

Finally, in the third group are Rwanda and Tanzania-Mainland, both of which enact a national 

exhaustion regime which, as a general rule, precludes parallel importation.139 The patent laws 

in both partner states, however, deviate from the general rule by permitting the use of parallel 

importation in exceptional circumstances. For example, in Tanzania-Mainland, parallel 

importation may be authorised for any drug if the designated Authority believes that it is in the 

public interest to do so. 140  Rwandan law contains more elaborate regulatory provisions 

identical to those applicable in Burundi in terms of grounds for requesting to use parallel 

importation, revocation and cancellation.141 Table 4.18 below depicts the national responses to 

the implementation of the exhaustion regime obligation.        

Partner States Exhaustion 

Regime 

Parallel 

Importation 

Conditions Attached 

Kenya International Yes None 

T-Zanzibar International Yes None 

T-Mainland National Yes • Designated Authority must authorise use 

• Use must be in the public interest 

Rwanda National  Yes • Can only be used for drugs  

o not available in Rwanda or 

o available in Rwanda in poor standard or 

o available in Rwanda in insufficient quantities 

o available in Rwanda but price unfair 

• May be revoked if not used for justified purpose 

• May be cancelled where no longer needed  

Burundi International Yes • Can only be used for drugs  

o not available in Burundi or 

o available in Burundi in low quality or 

o available in Burundi in insufficient quantities 

o available in Burundi but price unfair 

• May be revoked if not used for justified purpose 

• May be cancelled where no longer needed 

Uganda International Yes None 

Table 4.18: National responses to the exhaustion regime   

A couple of observations may be made from the data in Table 4.18. The approach in Burundi, 

Rwanda and Tanzania-Mainland, though not in complete compliance with the regional 

 
137 Ibid. 
138 Ibid arts 60–1. 
139 Rwandan Law No 31/2009 (n 21) art 40; Patents Act Tanzania-Mainland (n 35) s 38(2). 
140 See Tanzania Food, Drugs and Cosmetics Act 2003 (Tanzania), s 73(2). 
141 Rwandan Law No 31/2009 (n 21) art 40. 
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recommendation, is reflective of the arguments canvassed in chapter three: that partner states 

should implement parallel importation in a manner, which gives convincing assurance to 

multinational pharmaceutical firms against re-exportation should they decide to price-

discriminate in respect of patented medical products going into the EAC.142 The Rwandan 

approach may be particularly singled out as representing a perfect response to one of the 

shortcomings of the EAC approach identified in chapter three, namely, that promoting absolute 

use of parallel importation may conflict with the EAC objective of upping regional production 

capacity for pharmaceuticals.143 This will unquestionably be addressed by the provisions in 

Rwanda (and Burundi) that parallel importation should only be used in respect of drugs for 

which there is no or there is insufficient local manufacturing capacity. While Burundi has 

similar limiting provisions, the implementation of an international exhaustion regime robs 

those provisions of any pragmatic efficacy. This is because these provisions only limit the 

national use of parallel importation, they do not in any way preclude international importers 

from coming into Burundi to re-export cheaper medical products which may have entered 

Burundi through parallel importation.  

The above responses may be contrasted with those from Kenya, Tanzania-Zanzibar and 

Uganda, where no limit is imposed on the use of parallel importation. As argued in chapter 

three, the propensity that the region will derive any practical benefit from this approach is very 

far-fetched.144 This justifies the recommendation in that chapter that a regional exhaustion 

regime, heavily regulated to prohibit re-exportation of cheap drugs should be preferred, as it 

may encourage multinational pharmaceutical firms to sell needed patented products to the 

region at cheaper prices.145 

4.2.10 Compulsory licensing 

Depending on how it is implemented, compulsory licensing may offer the much-needed 

panacea to the access to medicines conundrum which is faced in the EAC, a region where 

pharmaceutical manufacturing capacity is both insufficient and inexistent in some cases. This 

is because, by its nature, compulsory licensing legitimises an otherwise infringing use of 

patented medical products either through local production, or importation from other 

 
142 See chapter three, section 3.3.9. 
143 Ibid. 
144 Ibid. 
145 Ibid.  
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jurisdictions.146 This flexibility can, therefore, be deployed by the EAC partner states with 

some manufacturing capability (for instance, Kenya, Uganda and Tanzania) to hone their 

manufacturing skills, while partner states like Rwanda and Burundi which lack capacity can 

invoke it for importation purposes.   

The comprehensive recommendations of the EAC on this flexibility is summarised in Table 

4.19 below.  

S/N Recommendations EAC Protocol 

1 Grounds • National emergency or other situations of 

extreme urgency or public non-commercials 

use 

• To remedy anti-competitive practices & abuse 

of exclusive rights 

• Failure to satisfy local demand (in terms of 

quality, quantities or fair price) 

• Public interest 

• Interdependent patents 

• To give effect to provisions of TRIPS art 31bis 

(Compulsory licence for export) 

s 8(1) 

2 Compulsory licence (CL) for 

export 

• Draft comprehensive guidelines or regulations 

to implement TRIPS art 31bis 

• Implement both as eligible importing country 

and eligible exporting country 

s 8(3) 

3 Prior negotiation • Must be done within 90 days maximum 

• To be waived in cases of national emergency, 

other situations of extreme urgency or for 

public non-commercial use 

• Where needed to remedy anti-competitive 

practices 

s 8(2) 

4 Compensation • Must not exceed 4 per cent 

• Consider anti-competitive practices in 

calculation 

• In cases of CL for export, consider economic 

value of use to eligible importing country 

• Waive compensation where CL is issued for 

export, and the eligible exporting country has 

already paid compensation to patentholder. 

s 8(3) 

5 Exclude injunction • Provisions may be made for further appeal to 

court 

• Rightsholder’s remedy should only be limited 

to recovery of adequate compensation 

s 8(4) 

6 Competent authority • Administrative entity should be preferred s 8(5) 

   Table 4.19: Recommendations on the compulsory licence obligation 

From this table, three uses of compulsory licensing may be deduced: use by individuals, 

government use, and use for export. A review of the legislative responses from the EAC partner 

 
146 On compulsory licensing, see generally Kristina M Lybecker and Elizabeth Fowler, ‘Compulsory Licensing in 

Canada and Thailand: Comparing Regimes to Ensure Legitimate Use of the WTO Rules’ (2009) 37(2) Journal of 

Law, Medicines & Ethics 222; Robert C Bird, ‘Developing Nations and the Compulsory License: Maximizing 

Access to Essential Medicines while Minimizing Side Effects’ (2009) 37 Journal of Law, Medicine & Ethics 209. 
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states discloses an almost absolute consensus of approach in the implementation of compulsory 

licensing for individual and government uses.147 As regards the implementation of compulsory 

licensing for export (a response to the ‘predominant domestic use’ condition attached to TRIPS 

art 31 compulsory licensing regime),148 only Uganda, Tanzania-Zanzibar and Burundi have 

made moderate attempts at implementation.149Among the three, however, Tanzania-Zanzibar 

has the most comprehensive provisions on the regime. This leaves Kenya, Rwanda and 

Tanzania-Mainland with no provision on the relatively new regime. 

In Table 4.20 below, an attempt is made to elaborately represent how the EAC partner states 

have responded to the EAC recommendations on compulsory licensing. This representation is 

based on the six themes identified in Table 4.19 above. 

Partner 

States 

Grounds CL for 

Export 

Prior 

Negotiation 

Compensation Injunctive 

Relief 

Competent 

Authority 

Kenya • Non- or 

insufficient 

working of patent 

(4 years after 

filing or 3 years 

after grant) 

• Interdependent 

patents 

• National security, 

nutrition, health, 

environmental 

conservation 

• Development of 

vital sector of 

national economy 

• Anti-competitive 

practices 

No 

provision 

• Yes, but no 

time-limit 

specified 

• Can be 

waived 

• Yes, but no 

percentage 

specified 

• Appeal 

lies to 

Tribunal 

or court 

• Not 

stated if 

injunctiv

e relief is 

prohibite

d  

• Tribunal 

(individual 

applicants) 

• Minister 

(government 

use) 

T-Zanzibar • Non- or 

insufficient 

working of patent 

(4 years after 

filing or 3 years 

after grant) 

• Insufficient 

quality or 

quantities or 

higher prices 

• Interdependent 

patents 

• Indirect 

reference 

made to 

using it 

as an 

importin

g country 

• Provide 

for use as 

exporting 

country 

• Yes 

• Must be 

concluded 

within 90 

days 

• Can be 

waived  

• Yes 

• Must not 

exceed 4 per 

cent 

• Waive for CL 

for export 

where 

payment has 

been made in 

the exporting 

country  

• Yes, 

appeal 

shall not 

operate 

as stay 

• Applican

t’s only 

remedy 

is 

compens

ation  

• Minister 

 
147 IPA Kenya (n 35) ss 72–7 and 80; IPA Uganda (n 17) ss 58–63; Rwandan Law No 31/2009 (n 21) arts 47–55; 

Patents Act Tanzania-Mainland (n 35) ss 53–60 and 62; Burundian Law No 1/13 (n 21) arts 78–102; IPA Zanzibar 

(n 17) s 14. 
148 This regime was initially temporarily authorised through the 30 August 2003 Decision of Council for TRIPS, 

but has now become part of the TRIPS: see TRIPS (as amended) (n 3) art 31bis. 
149 IPA Uganda (n 17) ss 44(e) and 66(14); IPA Zanzibar (n 17) s 14(1)(b) and (7); Burundian Law No 1/13 (n 21) 

arts 81 and 88. 
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• National security, 

nutrition, health, 

environmental 

conservation 

• CL for export 

• Development of 

vital sector of 

national economy 

• Anti-competitive 

practices 

T-

Mainland 

• Non- or 

insufficient 

working of patent 

(4 years after 

filing or 3 years 

after grant) 

• Interdependent 

patents 

• National security, 

nutrition, public 

health 

• Development of 

vital sector of 

national economy 

No 

provision 

• Yes, but no 

time-limit 

specified 

• Can be 

waived 

• Yes, but no 

percentage 

specified 

• Yes, 

appeal 

shall not 

operate 

as stay & 

only 

remedy 

is 

compens

ation (for 

governm

ent use 

cases) 

• No 

provision 

(for 

individua

l cases) 

• Minister 

(government 

use) 

• Court 

(individual 

applicants) 

Rwanda • Non- or 

insufficient 

working of patent 

(4 years after 

filing or 3 years 

after grant) 

• Insufficient 

quality or 

quantities or 

higher prices 

• Interdependent 

patents 

• National security, 

public health, 

environmental 

protection 

• Anti-competitive 

practices 

No 

provision 

• Yes, but no 

time-limit 

specified 

• Can be 

waived 

• Yes, but no 

percentage 

specified 

• Appeal 

lies to the 

competen

t tribunal 

• Not 

stated if 

injunctiv

e relief is 

prohibite

d 

• Minister 

Burundi • Non- or 

insufficient 

working of patent 

(4 years after 

filing or 3 years 

after grant) 

• Insufficient 

quality or 

quantities or 

higher prices 

• Interdependent 

patents 

• WTO 

General 

Council 

Decision 

of 30 

Aug 

2003 

reference

d 

• Provide 

for use as 

exporting 

country 

• Yes, must 

be 

concluded 

within 6 

months 

• Can be 

waived 

• Yes, but no 

percentage 

specified 

• Appeal 

lies to 

court 

• Appeal 

operates 

as stay of 

execution 

• Minister 

(government 

use) 

• Court 

(individual 

applicants) 
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• National security, 

nutrition, health, 

environmental 

conservation 

• CL for export 

• Development of 

vital sector of 

national economy 

• Anti-competitive 

practices 

Uganda • Non- or 

insufficient 

working of patent 

(4 years after 

filing or 3 years 

after grant) 

• Interdependent 

patents 

• National security, 

nutrition, health, 

environmental 

conservation 

• CL for export 

• Development of 

vital sector of 

national economy 

• Limited 

reference 

made to 

CL for 

export 

under 

exception 

to patent 

rights 

• Only 

recognise 

use as 

exporting 

country 

• Yes, but no 

time-limit 

specified 

• Can be 

waived 

Yes, but no 

percentage 

specified 

• Appeal 

lies to the 

competen

t tribunal 

• Not 

stated if 

injunctiv

e relief is 

prohibite

d 

• Minister 

Table 4.20: National responses to the compulsory licence obligation 

The data provided in Table 4.20 provides a quick overview of the different national responses. 

Starting with the grounds on which a compulsory licence may be granted, the table reveals 

substantial compliance among the partner states, although a few grounds not recommended by 

the region are also noticeable. It is not anticipated that this will constitute a problem, since the 

regional recommendations recognise the right of the partner states to grant compulsory licences 

on other grounds as they may deem fit.150 One of these grounds (the development of a vital 

sector of the national economy),151 which is recognised by all partner states except Rwanda, is, 

however, controversial. As argued in chapter three, the right of WTO members to derogate 

from TRIPS obligations in favour of national interests is subject to the conditions that such 

derogation must be both necessary and TRIPS-consistent.152 Bearing this in mind, it is doubtful 

if a blanket use of compulsory licensing for industrial purposes, as the EAC partner states seek 

to do with the inclusion of this ground, will be consistent with TRIPS as it cannot be said to be 

necessary.     

 
150 EAC Protocol on TRIPS Flexibilities (n 6) s 8(1)(1). 
151 IPA Kenya (n 35) s 80(1)(a); IPA Uganda (n 17) s 66(1)(a); Patents Act Tanzania-Mainland (n 35) s 55(1); 

Burundian Law No 1/13 (n 21) art 78(1); IPA Zanzibar (n 17) s 14(1)(a)(i). 
152 See chapter three, section 3.2. 
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‘Prior negotiation’ for a voluntary licence is required to have taken place within 90 days before 

an individual application for compulsory licensing may be contemplated. As can be gleaned 

from Table 4.20, only Tanzania-Zanzibar complies with this recommendation.153  Burundi 

includes a time stipulation of six months which is longer than the 90 days recommendation.154 

Other partner states only recognise the need for prior negotiation without including a timeframe 

within which this should happen.155 The rationale for the inclusion of timeframe for negotiation 

in cases of individual applicants is obviously to ensure that a patent owner does not 

unnecessarily delay the application process for compulsory licence in order to frustrate an 

applicant, particularly in cases where such owner is unable to meet the local demands for the 

products in question. 

All partner states comply with the recommendation on compensating the patent owner, 

although only Tanzania-Zanzibar specifies the percentage suggested by the EAC. 156  This 

recommendation is intended to assure patent owners that, even in the face of forcible use of 

their rights, they will be compensated. Implementing the EAC four per cent benchmark will, 

in addition, provide a guide to the court, and particularly put a ceiling on what a patent owner 

can claim as adequate compensation.  

Furthermore, not all partner states exclude injunctive relief. In fact, only Tanzania-Zanzibar 

expressly provides that an appeal to court shall not act as stay of execution and that an appellant 

patent owner will only be entitled to a review of the compensation payable.157 In Tanzania-

Mainland, a similar provision exists for an appeal in respect of government uses, but not in 

respect of individual applicants.158 In Kenya, Uganda and Rwanda, the applicable laws are 

silent on this; whereas, in Burundi, the opposite is the case—an appeal operates as a stay of 

execution.159 Since compulsory licences are only granted when extremely necessary, excluding 

injunctive relief or not allowing an appeal to operate as a stay is the only way to guarantee that 

the purpose of a compulsory licence application will not be defeated.   

 
153 IPA Zanzibar (n 17) s 14(1)(a)(vi). 
154 Burundian Law No 1/13 (n 21) art 86. 
155 IPA Kenya (n 35) s 74(1)(a); IPA Uganda (n 17) s 60(1)(a); Rwandan Law No 31/2009 (n 21) art 51; Patents 

Act Tanzania-Mainland (n 35) s 56(a). 
156 IPA Kenya (n 35) s 75(2)(e); IPA Uganda (n 17) s 61(2)(e); Rwandan Law No 31/2009 (n 21) art 51; Patents 

Act Tanzania-Mainland (n 35) s 57(2)(d); Burundian Law No 1/13 (n 21) art 80; IPA Zanzibar (n 17) s 14(1)(b). 
157 IPA Zanzibar (n 17) s 73(3). 
158 Patents Act Tanzania-Mainland (n 35) s 62(4). 
159 Burundian Law No 1/13 (n 21) art 97. 
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The use of an administrative as opposed to a judicial granting authority is also recommended. 

This recommendation is apparently aimed at avoiding the delay associated with the 

conventional court system. However, only few partner states include this provision in their 

laws. In Kenya, Tanzania-Mainland and Burundi, ‘government use’ applications are 

considered by administrative bodies, while applications from individuals are considered by the 

conventional courts.160 Using the conventional court system or allowing appeals to constitute 

a stay, contrary to the regional recommendation, will defeat the rationale for the existence of 

this flexibility, which is quick availability of medical products where it is shown that a patent 

owner can no longer adequately supply the domestic market.  

The last recommendation relates to compulsory licensing for export. This new use of the 

compulsory licence has an intricate origin. The process leading to its emergence started with 

the 2001 Doha Declaration on the TRIPS Agreement and Public Health—this mandated the 

Council for TRIPS to find a lasting solution to the inability of some WTO members to use the 

flexibility of compulsory licensing.161 This was followed by the 30 August 2003 Decision of 

the Council for TRIPS, which temporarily waived the provision of TRIPS article 31(f) to the 

effect that compulsory licensing should be predominantly used for domestic purposes, thereby 

authorising the use of compulsory licensing for export.162 In December 2005, this waiver was 

enacted into a proposed Amendment to the TRIPS Agreement and was to become operational 

as part of TRIPS as soon as a two-third of WTO members had signed it.163 This condition was 

fulfilled in 2017 and the Amendment, which has been accepted by all the EAC partner states 

except South  Sudan, has since come into effect as part of TRIPS.164  

As this brief account indicates, the decision to allow the use of compulsory licensing for export 

is informed by the need to cater for the special needs of WTO members, such as EAC partner 

states, which lack the requisite capacity to locally manufacture as permitted under the general 

compulsory licensing system. 165  The new amendment particularly allows any regional 

 
160 IPA Kenya (n 35) ss 72(1) and 80(1)(b); Patents Act Tanzania-Mainland (n 35) ss 53 and 62; Burundian Law 

No 1/13 (n 21) arts 80, 86, 91–5. 
161 See the Doha Declaration on the TRIPS Agreement and Public Health, (WT/MIN(01)/DEC/2) 14 November 

2001, [6]. 
162 See Implementation of paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health, 

Decision of the General Council of 30 August 2003 (WT/L/540 and Corr1).  
163 See Amendment of the TRIPS Agreement, Decision of the General Council of 6 December 2005 (WT/L/641). 
164 See William New, ‘It’s Official: TRIPS Health Amendment In Effect, First Ever To A WTO Agreement’ 

Intellectual Property Watch (online, 23 January 2017); see also ‘Amendment of the TRIPS Agreement’, 

<https://www.wto.org/english/tratop_e/trips_e/amendment_e.htm>. 
165 See TRIPS (n 3) art 31(f). 
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economic community with a minimum of 50 per cent LDC membership to use the new regime 

to import essential medical products from abroad for subsequent distribution among its 

members.166 In addition, unlike the developing and developed country WTO members, there 

exists in favour of LDCs a presumption of insufficient manufacturing capacity, making it easier 

for them to use the regime.167 Thus, on paper, the compulsory licensing for export regime 

seems like a perfect tool which a region like the EAC may turn to in search of solutions to its 

access to medicines conundrum. This is because the EAC meets the conditions outlined under 

the article, including being a regional economic community and having more than half of its 

members as LDCs. This hypothetically means that Kenya, the only developing country in the 

region, can invoke the compulsory licence for export regime to bulk procure patented active 

pharmaceutical ingredients and/or other essential medical products from abroad for use by all 

the EAC partner states. Invariably, this will potentially lead to a huge increase in quantity 

demanded and lower prices for partner states as a result of economies of scale. 

With these potential benefits, should it not be a given for all the EAC partner states to 

implement this regime? In reality, however, as Table 4.20 shows, Tanzania-Zanzibar is the 

only partner state which has come closest to implementing this flexibility, even though it does 

not provide for full guidelines or regulations as the EAC approach requires.168 Burundi169 and 

Uganda 170  then follow, with indirect references to the regime, leaving Kenya, Tanzania-

Mainland, and Rwanda with no implementation at all. There is no disputing the fact that this 

incoherent approach to implementation is self-inflicted by the EAC partner states. However, it 

is important to note that, although the compulsory licensing for export regime seems like a 

perfect fit on paper, it is by no means a silver bullet.171 Its invocation by Rwanda in 2008 to 

import antiretroviral drugs from Canada has particularly opened the regime up to justified 

 
166 TRIPS (as amended) (n 3) art 31bis (3). 
167  See Appendix to Annex to the TRIPS Agreement, 

<https://www.wto.org/english/docs_e/legal_e/31bis_TRIPS_annex_e.htm>. 
168 IPA Zanzibar (n 17) s 14(1)(b) and (7). 
169 Burundian Law No 1/13 (n 21) arts 81 and 88. 
170 IPA Uganda (n 17) ss 44(e) and 66(14). 
171  Cotter, for instance, identifies three problems: a cumbersome process, behind-the-scene pressure from 

developed countries against the use of the regime, and lack of required infrastructure to manufacture and distribute 

in developing (and least developed) countries), see Christina Cotter, ‘The Implication of Rwanda’s Paragraph 6 

Agreement with Canada for Other Developing Countries’ (2008) 5(2) Loyola University Chicago International 

Law Review 177; see also Cynthia M Ho, ‘Complicated Compulsory Licenses: The Waiver/Article 31bis 

“Solution”’ in Cynthia M Ho (ed), Access to Medicines in the Global Economy: International Agreements on 

Patents and Related Rights (Oxford University Press, 2011) 214-9; Muhammad Z Abbas and Shamreeza Riaz, 

‘WTO “Paragraph 6” System for Affordable Access to Medicines: Relief or Regulatory Ritualism?’ (2017) 

Journal of World Intellectual Property 1, 9-11; Matthew Rimmer, ‘Race Against Time: The Export of Essential 

Medicines to Rwanda’ (2008) 1(2) Public Health Ethics 89. 
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criticisms, which are predominantly focused on the long-winded process involved in its 

deployment.172  

The above is, however, not a reason why the EAC should not have a harmonised approach to 

implementing the regime. For instance, one of the criticisms against the Rwandan-Canadian 

example, apart from the convoluted process, was that the quantity ordered by Rwanda was too 

small to make significant economic sense.173 As such, a regional approach to using the regime 

should be considered, as this may produce a different and more acceptable outcome. Such an 

approach will see the EAC partner states liaise to use the regime as importing country for 

importing medical products in quantities which will make for economies of scale—especially 

in relation to importation of finished formulations and active pharmaceutical ingredients which 

cannot be otherwise accessed from generic markets like India and China. This import can then 

be distributed among partner states according to national needs. 

4.2.11 TRIPS-plus implementation 

In contrast to the above adaptable TRIPS obligations which partner states may deploy to 

enhance regional capacity for pharmaceutical production are two other TRIPS obligations 

which some of the EAC partner states have implemented in a manner adversative to the overall 

goal of the region. The first is patent linkage: this describes the practice by some marketing 

authorisation agencies under which the grant of marketing approval for new medical products 

is conditional on the patent status of the products involved.174 In other words, a marketing 

approval application will not be considered by the authority until an applicant proves that the 

medical product covered in the application is either not patented (or out of patent) or, where 

still under patent, that an approval has been sought and obtained from the patent owner.175 

Patent term adjustment is the second, and it applies to compensate a patent owner for excessive 

administrative delay experienced during patent or marketing approval grant. 176  Both 

obligations are described as TRIPS-plus because they exceed the minimum standards required 

 
172 Ibid.  
173 See for instance Abbas and Riaz (n 171) 10. 
174 See generally Ruth Lopert and Deborah Gleeson, ‘The High Price of “Free” Trade: US Trade Agreement and 

Access to medicines’ [2013] Global Health and the Law 199; Pedro Roffe and Christoph Spennemann, ‘The 

Impact of FTAs on Public Health Policies and TRIPS Flexibilities’ (2006) 1(2) International Journal of 

Intellectual Property Management 75. 
175 Ibid.  
176 Roffe and Spennemann (n 174). 
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under TRIPS. 177  They are also not TRIPS-inconsistent because TRIPS only establishes 

minimum standards for members.178        

These TRIPS-plus obligations have been implemented in some EAC partner states. For 

instance, despite the fact that the EAC Protocol on TRIPS Flexibilities explicitly counsels 

partner states against adopting a patent linkage regime,179 the extant laws and practices in the 

region show that only Tanzania-Zanzibar and Burundi make express provisions in their laws 

against this practice.180 The laws in Rwanda and Tanzania-Mainland are silent on it, even 

though representatives of pharmaceutical firms in Tanzania and the marketing approval 

authority in Rwanda told the researcher that a linkage regime was not applied in practice.181 In 

Uganda, an application for the registration of drug can only be brought by a patent owner or 

someone duly authorised, thus, creating a patent linkage system.182 Finally, like Tanzania-

Mainland and Rwanda, the Kenyan law is silent on the existence of a patent linkage system. 

However, the representative of the Poison and Pharmacy Board stated during interview that the 

patent status of a drug played a pivotal role in determining whether the drug will be approved 

for marketing in Kenya.183    

Patent term adjustment, another TRIPS-plus obligation, has also been implemented by two 

EAC partner states (Burundi and Tanzania-Zanzibar) both of which protect patents for 20 years 

from the filing date.184 In Tanzania-Zanzibar, the Registrar is conferred with a discretionary 

power to adjust any patent term beyond 20 years from the filing date, if it takes more than four 

years from that date for a patent to be granted. 185  Two limitations are imposed on this 

discretionary power: one, the extension only applies to compensate the period of time spent in 

excess of the four years post-filing date, and two, the power is not exercised automatically, as 

a patent owner must first apply for it.186 A slightly different rule applies in Burundi: where 

 
177 This practice is permissible under the TRIPS: see TRIPS (n 3) art 1(1). 
178 Ibid. 
179 EAC Protocol on TRIPS Flexibilities (n 6) s 12(2). 
180 IPA Zanzibar (n 17) s 72(5)(d); Burundian Law No 1/13 (n 21) art 378. 
181 Interviews: Medical Procurement and Production Division (Olugbenga Olatunji, Kigali, Rwanda, 22 May 

2018); Mansoor Daya Pharmaceutical Ltd (n 101); ZENUFA Laboratories (n 101). 
182 See The Guidelines on the Registration of Pharmaceuticals for Human Use in Uganda (revised July 2006), G 

2(1). 
183 Interview: Poison and Pharmacy Board (n 98). 
184 Burundian Law No 1/13 (n 21) art 62; IPA Zanzibar (n 17) s 13(1)(a). 
185 IPA Zanzibar (n 17) s 13(1)(b). 
186 Ibid.  
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patent is granted more than four years from the filing date, the patent owner is automatically 

entitled to be compensated for the entire period which has elapsed as from the filing date.187  

The implementation of these TRIPS-plus obligations among partner states is illustrated in 

Table 4.21 below. 

Partner States Patent Linkage Patent Term Adjustment 

Kenya Yes (in practice) No 

T-Zanzibar No (expressly excluded) Yes (limited to extra time post-filling) 

T-Mainland No (in practice) No 

Rwanda No (in practice) No 

Burundi No (expressly excluded) Yes (calculated from filing date) 

Uganda Yes (statutorily required) No 

Table 4.21: TRIPS-plus obligations in the EAC 

The implementation of these TRIPS-plus obligations may be expected to protract the time it 

will take for generic medical products to be publicly available. For example, not only does a 

patent linkage regime empower a patent owner to challenge a marketing approval application 

on the ground that the products in the application infringe their patent rights, but also such 

intervention puts the consideration of the application on hold until the patent challenge has 

been resolved. In the absence of a linkage system, the application for marketing approval and 

a challenge to patent rights are treated as two distinct events, so that the occurrence of one does 

not automatically have an effect on the other. A patent linkage system thus creates a positive 

presumption in favour of patent owners, but at the expense of generic applicants who are now 

required to prove non-infringement before their applications for marketing approval could be 

considered. A similar outcome trails the implementation of a patent term adjustment obligation 

in Burundi and Tanzania-Zanzibar, where a patent owner is entitled to be compensated for 

administrative delay.188 

It may be argued that these TRIPS-plus provisions do not pose an immediate threat to 

pharmaceutical production since the existing pharmaceutical firms in the region mainly focus 

on generic medical products. This argument notwithstanding, it is worth reiterating that the 

essence of taking a regional approach to implementing TRIPS obligations is to change the 

future trajectory in the region in favour of a more enhanced pharmaceutical production capacity. 

 
187 Burundian Law No 1/13 (n 21) art 62. 
188 In fact, the complete set of the regular TRIPS-plus provisions, (including limited grounds for using compulsory 

licensing, limited use or non-use of parallel importation, patent term extension, and data exclusivity) which often 

accompany FTAs  may soon be unleashed on the region – this can undoubtedly be expected to further implicate 

access to medicines by making it difficult for partner states to use TRIPS flexibilities. This is not a farfetched 

possibility, given the ongoing attempt between Kenya and the US to conclude an FTA with TRIPS-plus provisions: 

see generally ‘The Proposed Kenya-USA Free Trade Agreement’, <https://agoa.info/bilaterals/kenyausa.html>.   
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To achieve this, it is essential that all of the EAC partner states implement all the 

recommendations which they collectively agreed to when acting as a regional body. 

4.3 CONCLUSION 

In pointing out some of the shortcomings of the propositions espoused in the EAC Policy and 

Protocol on TRIPS Flexibilities, chapter three and the current chapter have both acknowledged 

that these propositions are predominantly reflective of international best practices and will be 

useful to partner states in multiple ways if duly implemented. Overall, these recommendations 

may be deployed to build incremental pharmaceutical production capacity in the region. For 

instance, the EAC partner states may, subject to the minor lapses identified throughout chapters 

three and four, resort to the EAC recommendations on transition period, patentability criteria, 

excluded subject-matters, research exception, and disclosure requirement to create a viable 

technological base necessary for achieving an incremental production capacity in the region.  

As explained in this chapter, these are some of the flexibilities which, if properly utilised, may 

contribute to a broader regional public domain within which the local researchers can further 

perfect their innovative skills. Likewise, partner states can utilise recommendations on Bolar 

exception and test data protection to facilitate early entry of generic versions of patented 

products into the market as soon as they are no longer under patents. The last set of EAC 

recommendations which can be valuable to partner states (subject to effective implementation) 

relate to obligations in respect of parallel importation and compulsory licensing. These two are, 

in principle, available for immediate use, especially in countries such as the EAC partner states 

where domestic manufacturing capacity is insufficient in some cases, and inexistent, in others.   

While all the above could be achieved through effective implementation of the regional 

propositions, the incoherence in national responses has made pragmatic benefits elusive. Thus, 

many partner states have either implemented more obligations than recommended by the EAC 

or have disregarded some flexibilities they could have otherwise employed. Leading examples 

include Tanzania-Mainland which offers patent protection to pharmaceutical products when 

the transition period allows it to exclude such protection; Uganda and Kenya, which make the 

grant of marketing approval conditional on the patent status of the medical products; Burundi 

and Tanzania-Zanzibar, which extend patent term beyond the 20 years required under TRIPS, 

and provide for a data exclusivity regime; and Kenya, Tanzania-Mainland and Rwanda, which 

do not provide for opposition procedure. Of course, there are also commendable instances 

where the EAC partner states have justifiably adopted constructions more suitable than those 
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recommended by the EAC Policy and Protocol. Some of these instances included the 

construction of the disclosure requirement and the implementation by some of the partner states, 

of the exhaustion regime.   

Overall, this chapter warned that the incoherence, which is observable in many national 

responses may be problematic for the regional goal of boosting regional pharmaceutical 

production capacity. As the discussion in the next chapter will show, the regional policy on 

boosting pharmaceutical production capacity890F

189 has identified a harmonised implementation 

of the TRIPS flexibilities as one of the cardinal pillars to achieving the regional goal. The next 

chapter, therefore, examines the EAC pharmaceutical production framework holistically, 

focusing in particular on the implications that a lack of coherence in the incorporation of TRIPS 

flexibilities (and other relevant areas) may have for the broad regional goals.

 
189 EAC PMP (n 2). 



157 

 

Chapter 5:  Building Pharmaceutical Production Capacity in a Regional 

Setting: An Examination of the East African Community Regional 

Pharmaceutical Manufacturing Plan of Action 

5.1 INTRODUCTION 

As earlier hinted, the decision of the East African Community (EAC) partner states to explore 

a collective approach toward resolving the prevailing access to medicines conundrum in their 

region resulted in the adoption of the EAC Regional Pharmaceutical Manufacturing Plan of 

Action (hereafter EAC PMP) in 2012.1 The implementation period for the EAC PMP was 

originally set at 2012 to 2016.2 However, at the end of this period, several of the EAC PMP 

targets remained unachieved, causing the EAC to review the policy.3 Following this review 

process, a revised EAC PMP was released in 2017, with a new implementation window of 

2017 to 2027.4     

One laudable attribute of the EAC PMP, both the original and revised versions, is the 

recognition that a holistic approach to implementation is critical to the accomplishment of the 

overarching goal of the policy, that is, improved pharmaceutical production capacity.5 Thus, 

the EAC PMP recommends that its implementation must be done in synchrony with the 

implementation of other related EAC policy initiatives covering incentive packages, research 

and development (R&D), medicines registration, and the incorporation of the flexibilities 

contained in the Trade-Related Aspects of Intellectual Property Rights (hereafter TRIPS).6 The 

policies on drug regulations and the incorporation of the TRIPS flexibilities particularly stand 

out due to their importance to a successful implementation of any pharmaceutical production 

initiative. Drug regulation is relevant because at the heart of a successful pharmaceutical 

production quest is the need for a competent drug regulatory body which can guarantee the 

quality, safety and efficacy of medical products proposed for public consumption. The EAC 

 
1 East African Community Regional Pharmaceutical Manufacturing Plan of Action 2017–2027 (EAC Secretariat) 

2017, 28; see also chapter four, section 4.1. 
2 EAC PMP (n 1). 
3 Ibid 28–32. 
4 Ibid. 
5 Ibid 9. 
6 See ibid; see also the Marrakesh Agreement Establishing the World Trade Organisation, opened for signature 

15 April 1994, 1869 UNTS 299 (entered into force 1 January 1995) annex 1C (Agreement on Trade-Related 

Aspects of Intellectual Property Rights). 
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has, therefore, adopted the EAC Medicines Regulation Harmonisation (hereafter EAC MRH) 

Initiative to strengthen and harmonise the drug regulation system across the region.7   

In a similar vein, for the EAC PMP to be effective, pharmaceutical firms located in the region 

must be able to access crucial technologies and innovations needed within the industry. Many 

a time, unauthorised access to these technologies and innovations is restricted, all because they 

are protected by an international (and national) intellectual property (IP) rights system, which 

seeks to incentivise innovations—the international framework is established under TRIPS.8 

However, TRIPS recognises the need to balance the exclusive rights conferred on patent 

owners with the occasional interests of the public to have unhindered access to the protected 

innovations; hence, TRIPS also enacts some flexible obligations which any willing WTO 

members may deploy to promote access in the public interests.9 Members’ ability to use these 

flexible obligations is, however, dependent on their inclusion in national laws. For this purpose, 

the EAC adopted a policy and protocol in 2013, aimed at providing comprehensive guides to 

partner states on the best approach to incorporating TRIPS flexible obligations at the national 

level.10 As chapter four opined, an effective national implementation of the TRIPS flexibilities 

will likely provide researchers and pharmaceutical firms in the region with a broad public 

domain within which they can continue to hone their innovative skills.11   

It is against the foregoing background that this chapter seeks to examine the decision of the 

EAC to put the enhancement of pharmaceutical production capacity at the centre of its regional 

response to its access to medicines conundrum. In the next section, the chapter considers the 

concept of local pharmaceutical production and particularly attempts to understand the 

rationale behind the EAC’s preference for this approach. The third section then examines the 

EAC PMP vis-à-vis its salient provisions and, more importantly, the extent to which most of 

its recommendations have been implemented in practice. To demonstrate how the region 

 
7 See East African Community, African Medicines Regulatory Harmonisation Programme (AMRH): Launch of 

the East African Community Medicines Registration Harmonization (EAC MRH) Initiative Concept Note (EAC 

MRH Concept Note) (EAC Secretariat) 2012. 
8 See generally Hazel VJ Moir, ‘What are the Costs and Benefits of Patent Systems? (Working Paper, Centre for 

Governance of Knowledge and Development, Australian National University, October 2008). 
9 These flexible obligations have been discussed within the EAC context in chapter three, section 3.3 and chapter 

four, section 4.2. 
10 See the East African Community Regional Intellectual Property Policy on the Utilisation of Public Health-

Related WTO-TRIPS Flexibilities and the Approximation of National Intellectual Property Legislation (EAC 

Policy on TRIPS Flexibilities) (EAC Secretariat) 2013; the East African Community Health Protocol on Public 

Health Related WTO-TRIPS Flexibilities (EAC Protocol on TRIPS Flexibilities) (EAC Secretariat) 2013; for a 

critical evaluation of these documents, see chapter three, section 3.3. 
11 See chapter four, section 4.2. 
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intends to achieve a viable pharmaceutical production capacity, four themes which run through 

the EAC PMP, are identified and discussed under this section. These themes are the 

harmonisation of drug regulation; leveraging TRIPS flexibilities; incentive packages and 

policy coherence; and boosting innovation and R&D. It is important to note that in analysing 

these themes, significant reliance is placed on the data collated from stakeholders who 

participated in a series of semi-structured interviews conducted by the researcher in 2018. 

These responses particularly help to shed more light on the extent to which some of the EAC 

policies discussed in this chapter have been implemented in practice.12 The fourth section 

concludes the discussion by recapping the salient points made in the chapter and raises the 

question on the possibility of reconciling the pharmaceutical production regime discussed in 

this chapter with the EAC anti-counterfeiting regime discussed in chapter six. 

5.2 SHOULD THE EAC INVEST IN PHARMACEUTICAL PRODUCTION? 

Local (pharmaceutical) production is herein construed as the process of meeting regional 

demands for medical products through production by pharmaceutical firms domiciled in the 

region. This makes local production a function of location rather than ownership, a perception 

equally reflected in the EAC PMP, where local production is defined as the ‘manufacture of 

pharmaceuticals … physically occurring and/or located …’ in the region.13 (Emphasis added). 

In the EAC context, local production may take different forms, including pharmaceutical 

production by: already established generic manufacturers located in the EAC and serving both 

the EAC and global markets, or predominantly serving the EAC market; locally owned small-

scale pharmaceutical manufacturers which solely caters to the EAC market; or big 

pharmaceutical multinational corporations which prefers to produce from an LDC-dominated 

region like the EAC and serves both EAC and international markets.14     

The access to medicines conundrum is a global phenomenon, even though its negative impacts 

are more evident among the populations in low and middle income countries (LMICs).15 To 

solve this problem, countries have often relied on two options: local production of needed 

pharmaceuticals or importation of these products from cheaper markets.16 The first option often 

 
12 For a comprehensive discussion of the research methodology, see chapter one, section 1.6.3. 
13 EAC PMP (n 1) 12. 
14 Andreas Seiter, Local Manufacturing (HNP Brief #3, March 2005) 1–2.  
15 See for instance Ellen ‘t Hoen, ‘TRIPS, Pharmaceutical Patents, and Access to Essential Medicines: A Long 

Way from Seattle to Doha’ (2002) 3(1) Chicago Journal of International Law 27; E Richard Gold et al, ‘Are 

Patents Impeding Medical Care and Innovation?’ (2010) 7(1) PLoS Medicine e1000208. 
16 See generally: Warren Kaplan and Richard Laing, Local Production of Pharmaceuticals: Industrial Policy and 

Access to Medicines (The International Bank for Reconstruction and Development/The World Bank, 2005); 
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finds favour among high income countries where technical, innovative, financial and 

infrastructural capacities are already well-established, while countries without all or some of 

these capacities are known to embrace the latter option.17 In practice, however, many countries 

have adopted a mix of the two options, producing locally where desirable and importing from 

abroad to supplement national stocks where necessary.18  

For the majority of LMICs with no capacity for primary (active pharmaceutical ingredients) 

and secondary (finished formulations) manufacturing, importation has remained the only 

viable option. Indeed, many scholars have argued that countries in this category should build 

their strategies around importation as opposed to pharmaceutical production because factors 

such as absence of economies of scale, lack of or insufficient quality control mechanisms and 

fragmentation of the pharmaceutical markets clearly imply that the latter approach will not be 

viable.19 This being the case, one cannot but wonder why the EAC—a region of about 170 

million people, poor infrastructural network and limited capacity for manufacturing basic 

formulations—prefers local production to importation.20 A review of the existing scholarship, 

however, reveals that the EAC choice may be justified based, on the one hand, on the growing 

international support for pharmaceutical production in LMICs and, on the other hand, on the 

changing dynamics around pharmaceutical production in these countries. These two factors are 

reflected upon in the discussion that follows. 

5.2.1 Growing international support for pharmaceutical production in LMICs 

Despite the barrage of criticisms against pharmaceutical production in LMICs, 911F

21 the option has 

continued to receive global support from several entities including the United Nations (UN) 

agencies, regional non-governmental organisations, and the pharmaceutical industry. Leading 

this international support are different UN agencies which have either played a passive role of 

advising LMICs to consider pharmaceutical production as a solution to their access to 

 
Berger et al, Strengthening Pharmaceutical Innovation in Africa: Designing Strategies for National 

Pharmaceutical Innovation: Choices for Decision Makers and Countries (Council on Health Research for 

Development (COHRED), New Partnership for Africa’s Development (NEPAD), 2009). 
17 Ibid.  
18 For instance, Kaplan and Laing rightly argue that no one country can attain self-sufficiency in pharmaceuticals: 

Kaplan and Laing (n 16) 8. 
19 See for example: Roger Bate, Local Pharmaceutical Production in Developing Countries: How Economic 

Protectionism undermines Access to Quality Medicines (Discussion Paper No 1/2008, Campaign for Fighting 

Diseases, January 2008) 3 & 6; Kaplan and Laing (n 16); Karen Lashman Hall, ‘Pharmaceuticals in the Third 

World: An Overview’ (PHN Technical Note 86–31, World Bank, November 1986) 2. 
20 EAC PMP (n 1) 14.  
21 Bate (n 19); Kaplan and Laing (n 16); Hall (n 19). 
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medicines conundrum, or have been actively involved by commissioning studies to assess the 

viability of pharmaceutical production in selected LMICs. The most active of the UN agencies 

include the World Health Organisation (WHO), the United Nations Industrial Development 

Organisation (UNIDO), and the United Nations Conference on Trade and Development 

(UNCTAD).     

As the UN body responsible for facilitating global health, the WHO has championed most of 

these efforts. 22  For instance, its Global Strategy and Plan of Action on Public Health, 

Innovation and Intellectual Property identifies pharmaceutical production as a potential 

solution to the access to medicines conundrum in LMICs.23 The WHO has also commissioned 

several studies, including the study on the trend in local production and technology transfer, 

and the one which establishes a framework guiding LMICs on how to deploy existing IP rights 

to build and boost pharmaceutical capacity. 24  UNIDO has also advocated for building 

production capacity in LMICs. Its most notable project was a local production pilot program 

which studied 14 LMICs in a period of five years.25 The aim of the program was to strengthen 

local production of generic drugs in the selected countries. This program eventually found that 

UNIDO’s intervention in the studied LMICs had some positive outcomes.26  

Similar to UNIDO, UNCTAD, WHO and the International Centre for Trade and Sustainable 

Development also sponsored case studies in selected countries including Bangladesh, 

Indonesia, Argentina, Jordan, Uganda and Ethiopia to examine the feasibility of 

pharmaceutical production.27  These studies found local production reasonably practicable, 

citing the fact that some of the firms under the study were able to supply affordable generics in 

their niche products.28 

 
22 Among the goals of the WHO is ‘to ensure that a billion more people have universal health coverage, to protect 

a billion more people from health emergencies, and provide a further billion people with better health and well-

being’ <who.int/about/what-we-do>. 
23 WHA Res 61.21 (24 May 2008) [31]. 
24 See for instance, World Health Organisation, ‘Local Production for Access to Medical Products: Developing a 

Framework to Improve Public Health’ (‘Local Production for Access to Medical Products’) (WHO, 2011); World 

Health Organisation, ‘Trends in Local Production of Medicines and Related Technology Transfer’ (WHO, 2011). 
25 See United Nations Industrial Development Organization, ‘Independent Evaluation: Strengthening the Local 

Production of Essential Generic Drugs in Least Developed/Developing Countries’ (UNIDO, 2010); United 

Nations Industrial Development Organization Office for Independent Evaluation, ‘Independent Final Evaluation: 

TE/GLO/08/030, XP/GLO/09/016, TE/GLO/10/023 & XP/GLO/11/007’ (UNIDO, 2015). 
26 Ibid.  
27 United Nations Conference on Trade and Development, ‘Local Production of Pharmaceuticals and Related 

Technology Transfer in Developing Countries: A Series of Case Studies by the UNCTAD Secretariat’ (‘Local 

Production of Pharmaceuticals and Related Technology Transfer’) (United Nations, 2011). 
28 Ibid.   
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Apart from these UN agencies, regional inter-governmental organisations such as the European 

Union (EU), the Organisation for Economic Cooperation and Development (OECD), and the 

African Union (AU) also support pharmaceutical production in LMICs. In its resolution on the 

TRIPS Agreement and Access to Medicines,29 the European Parliament, for instance, stresses 

the need for the EU to ‘take additional measures … with a view to encouraging the transfer of 

technology, research, capacity strengthening … in order to facilitate and increase the 

production of pharmaceutical products by the developing countries themselves.’30 Continuing, 

the resolution underscores the need to extend ‘concrete financial support for pharmaceutical-

related transfer of technology and capacity building for … local production of pharmaceuticals 

in all developing countries, especially LDCs….’ 31  Although these provisions are merely 

hortatory and, therefore, non-binding on members, Germany exemplifies one EU country 

which has continuously offered financial and technical assistance to support capacity 

improvement and pharmaceutical production in some of the EAC partner states and in other 

LMICs (Bangladesh, Cameroon and Ethiopia are other examples).32  

The OECD is another intergovernmental organisation which supports the idea of 

pharmaceutical production in LMICs. In a medicines agenda document aimed at addressing the 

peculiar problem of neglected diseases, the organisation identifies ‘developing countries-led 

efforts in strengthening their own health, local production and research systems …’ as crucial 

to any potential solution that may be proposed by intergovernmental organisations.33 Similarly, 

the AU has championed the call for pharmaceutical production both continentally and 

regionally. For instance, the AU and other regional economic communities in east, west, and 

south Africa have all developed roadmap documents for actualising improved pharmaceutical 

manufacturing capacity in the continent.34 Lastly, while there is no explicit statement from the 

pharmaceutical industry, that some pharmaceutical firms have already moved (or are moving) 

 
29 EU Res P6_TA-PROV (2007) 0353 (12 July 2007).  
30 Ibid [3].  
31 Ibid [4]. 
32  See generally United Nations Conference on Trade and Development, ‘Investment in Pharmaceutical 

Production in the Least Developed Countries: A Guide for Policy Makers and Investment Promotion Agencies’ 

(‘Investment in Pharmaceutical Production in the LDCs’) (United Nations, 2011). 
33 See Organisation for Economic Co-operation and Development, Noordwijk Medicines Agenda: Changing the 

Face of Innovation for Neglected and Emerging Infectious Diseases (OECD, 2007) 9.   
34 See Pharmaceutical Manufacturing Plan for Africa: Business Plan (African Union) 2012; EAC PMP (n 1).  
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certain level of pharmaceutical manufacturing to LMICs exemplifies their supports for 

pharmaceutical production in LMICs.35 

In sum, the EAC’s resolve to prioritise pharmaceutical production seems justified by the 

trending international tides which seem to have now turned in favour of the idea. For the EAC, 

this is more than a mere theoretical idea given that some of its partner states participated under 

several of the UN-led studies referenced above. 

5.2.2 Changing dynamics around pharmaceutical production in LMICs 

Apart from international supports championed by the UN agencies and other intergovernmental 

organisations, a perusal of the existing literature (discussed in section 5.2.2) also shows a 

changing trend in favour of pharmaceutical production in LMICs. Four identified dynamics 

which may justify the EAC’s preference for pharmaceutical production are discussed below. 

These dynamics are: the disruption of LMICs’ import markets by the emergence of TRIPS, the 

emerging pharmaceutical market in LMICs, international R&D efforts not directed at LMIC 

diseases, and the fact that pharmaceutical production could be a catalyst for additional benefits. 

5.2.2.1 The disruption of LMICs’ import markets post-TRIPS emergence 

The gist of this justification is that the emergence of TRIPS curtails the extent to which LMICs 

can continue to use importation to meet their domestic pharmaceutical needs. As 

comprehensively explained in chapter two, while the Paris Convention for the Protection of 

Industrial Property imposed obligation on the Paris Union members to protect patent rights, 

this obligation was only mandatory to the extent that a Union member already protected patent 

rights under its national law (as per the national treatment principle).36 This approach produced 

different national responses to the same obligation, including: some members did not enact 

patent law; some did, but excluded protection for pharmaceuticals entirely; while others did, 

but limited protection to pharmaceutical processes.37  

This absence of mandatory patent obligations was invoked by both the developed countries and 

a few LMICs with the requisite technological capacity as a policy tool for entrenching a 

 
35 Examples in the EAC include the presence of Cipla (India) in Uganda through a collaboration with the Quality 

Chemical Industries, and Strides (India) in Kenya through Universal Corporation. 
36 See the Paris Convention for the Protection of Industrial Property (as last revised at the Stockholm Revision 

Conference), signed 20 March 1883, 828 UNTS 305 (entered into force 7 July 1884) arts 2 and 3; see also chapter 

two, section 2.2.2. 
37 Ibid. 
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formidable national pharmaceutical industry—the adopted format was to reverse-engineer and 

copy useful technical information which were patented elsewhere.38 With patent-related costs 

eliminated, these countries were able to produce generic drugs at a fraction of the prices of the 

brand equivalents. Because needed pharmaceutical products were cheaper in these markets, 

they soon became import destinations for importers from other countries (mostly LMICs) 

which had little or no manufacturing capacity of their own. Among LMICs, India provides a 

perfect example of the countries which had followed this trajectory, using the more 

accommodative pre-TRIPS regime to build and consolidate on the generic capacity of its 

pharmaceutical industry.39  

The conclusion of TRIPS, however, ended this system, under which obligations to protect 

industrial property were optional. In its place, TRIPS establishes a new system under which 

‘patent shall be available for any inventions, whether products or processes, in all fields of 

technology….’40 Under this new system, all WTO members must offer patent protection to 

pharmaceutical products and processes within their respective transition periods.41 In response 

to this new regime, India amended its patent law in 2005 to implement its patent obligations 

for pharmaceutical products, thereby ending over three decades of unhindered reverse-

engineering and production of affordable generic drugs.42 In practical terms, this means a limit 

has now been imposed on the patented pharmaceutical products which may be candidates of 

generic production in India and other LMICs with moderate capacity for generic production.  

A further implication of this development is that LMICs such as the EAC partner states, which 

often patronise the Indian generic industry for cheaper essential medicines, have since been 

compelled to procure patented equivalents at higher cost—a development which may be 

expected to result in lesser quantities and lesser access for their populations. This TRIPS-

imposed disruption in the generic markets often patronised by importers from vulnerable 

 
38 Ibid; see also GHC Bodenhausen, Guide to the Application of the Paris Convention for the Protection of 

Industrial Property (World Intellectual Property Organisation, 1969). 
39  See KM Gopakumar, ‘Product Patents and Access to Medicines in India: A Critical Review of the 

Implementation of TRIPS Patent Regime’ (2010) 3(2) Law & Development Review 326, 329–32. 
40 TRIPS (n 6) art 27(1). 
41 TRIPS provides for different transition periods for developed (one year), developing (five to 10 years) and least 

developed countries (10 years and extendable): see TRIPS (n 6) arts 65 and 66. 
42 See Gopakumar (n 39); India Patents (Amendment) Act No 15 of 2005. 
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LMICs has pushed some scholars to postulate that LMICs should supplement importation with 

local production in order to ensure predictability in their drug supply chain.43    

Another group of scholars has identified unwitting reduction in the flow of medical products 

to LMICs as another way in which TRIPS has caused uncertainty in the markets patronised by 

the importers from LMICs without manufacturing capacity.44 According to this group, TRIPS 

incentivises the few generic manufacturers situated in some LMICs to prioritise developed 

country markets. 45  Citing evidence of this in India, Chaudhuri, Mackintosh and Mujinja 

explain that  ‘major Indian companies concentrate on North American and European markets 

because they are larger, and prices are kept higher by stricter regulatory requirements that make 

market entry more difficult.’46 In the same vein, a study commissioned by the WHO as well as 

other academic works have pointed to a similar trend in Bangladesh, an LDC with a moderately 

growing generic industry both for pharmaceutical products and some active pharmaceutical 

ingredients.47 Findings from these works also confirm that the leading pharmaceutical firms in 

Bangladesh (firms which could meet regulatory standards in the US and the EU) prefer to 

export their products to developed countries markets where profit is higher.48  

This preference for the developed country markets by the few LMICs with manufacturing 

capacity is undoubtedly propelled by the heightened patent protection in place in these 

markets—especially when contrasted with the weak patent system in many LMICs where 

patent laws are either inexistent or are inadequately enforced.49 An increase in the flow of 

 
43 See Stine Jessen Haakonsson, ‘“Learning by Importing” in Global Value Chains: Upgrading and South-South 

Strategies in the Ugandan Pharmaceutical Industry’ (2009) 26(3) Development Southern Africa 499, 499; 

generally Berger M et al (n 16). 
44 See Haakonsson (n 43) 499; see generally Sudip Chaudhuri, Maureen Mackintosh and Phares GM Mujinja, 

‘Indian Generics Producers, Access to Essential Medicines and Local Production in Africa: An Argument with 

Reference to Tanzania’ (2010) 22 European Journal of Development Research 451; UNCTAD, ‘Investment in 

Pharmaceutical Production in the LDCs’ (n 32). 
45 See Haakonsson (n 43) 499; Chaudhuri, Mackintosh and Mujinja (n 44) 452; UNCTAD, ‘Local Production of 

Pharmaceuticals and Related Technology Transfer’ (n 27) 6; World Health Organisation, ‘Local Production and 

Access to Medicines in Low-and-Middle-Income Countries: A Literature Review and Critical Analysis’ (WHO, 

2011) 33. 
46 Chaudhuri, Mackintosh and Mujinja (n 44) 454. 
47 World Health Organisation, ‘Local Production for Access to Medical Products’ (n 24) 39; Mohammad Monirul 

Azam and Kristy Richardson, ‘TRIPS Complaint (sic) Patent Law and the Pharmaceutical Industry in Bangladesh: 

Challenges and Opportunities’ [2010] Law Asia Journal 141, 148; Naznin Sultana Niti, ‘Potentials of Bangladesh 

Pharmaceutical Industry: A Comparative Study’ (2019) 19(1) Global Journal of Human-Social Science 13, 16. 
48 Azam and Richardson (n 47); Niti (n 47). 
49 One of the encouragement in the US market is the incentive given to generic manufacturers to challenge 

patented drugs either by certifying that the drugs proposed for registration do not infringe existing patents or that 

the existing patents are invalid—where this is successful, the generic firm which files the application is rewarded 

with an exclusive period of 180 days: see Aaron S Kesselheim, Michael S Sinha and Jerry Avorn, ‘Determinants 

of Market Exclusivity for Prescription Drugs in the United States’ (2017) 177 (11) JAMA Internal Medicine 1658, 

E2. 
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generic pharmaceutical products into profitable markets such as the US and the EU invariably 

means a significant reduction in the quantities of generics now available for the vulnerable 

LMICs to compete for. With this market-imposed competition for the available generics 

between LMICs and the developed countries, prices of generics are likely to rise steeply, 

resulting in a reduction in the quantities which LMICs could access. Faced with these TRIPS-

related developments, developing a national plan for evolving pharmaceutical production 

capacity seems a justifiable path for LMICs such as the EAC partner states. 

5.2.2.2 Emerging pharmaceutical market in LMICs 

One of the arguments against pharmaceutical production in LMICs is inadequate market 

demand, that is, lack of economies of scale.50 There does, however, seem to be a changing 

pattern in the demand for pharmaceutical products across LMICs. For instance, a WHO-funded 

study conducted by Mathers and Loncar finds a changing trajectory in the disease burden across 

LMICs, including Africa. 51  The authors find continuing increase in death resulting from 

communicable diseases such as HIV/AIDS, malaria and tuberculosis, and project that by 2030, 

more deaths will result from non-communicable diseases such as cancer, diabetes, heart 

diseases, and chronic respiratory diseases than from communicable diseases.52 Prior to this 

study, non-communicable diseases had been perceived as diseases of the developed countries.53 

The implication of this projection is that should the projection be accurate, there will be 

corresponding increase in demand for diagnostic kits, medical products and vaccines required 

to treat or prevent these emerging conditions in LMICs. With the difficulty associated with 

importation as discussed above, 54  investing in local production appears a more reliable 

response. 

Relatedly, there are other scholars who see opportunity in the fact that a large percentage of 

the pharmaceutical needs in LMICs is met through donor funds.55 For one, this sustains an 

 
50 Hall (n 19) 2. 
51 See Colin D Mathers and Dejan Loncar, ‘Projections of Global Mortality and Burden of Disease from 2002 to 

2030’ (2006) 3(11) PLoS Medicine e442. 
52 Ibid; in fact, a recent Lancet Commission report identifies non-communicable diseases and injuries as the 

biggest killers in LMICs: see Gene Bukhman et al, ‘The Lancet NCDI Poverty Commission: Bridging a Gap in 

Universal Health Coverage for the Poorest Billion’ (2020) 296 The Lancet 991.    
53 See EAC PMP (n 1) 9. 
54 See section 5.2.2.1 above. 
55 Tatum Anderson, ‘Tide Turns for Drug Manufacturing in Africa’ (2010) 375 The Lancet 1597, 1598; Maureen 

Mackintosh et al, Local Production of Pharmaceuticals and Health System Strengthening in Africa: An Evidence 

Brief (Local Production of Pharmaceuticals in Africa) (Federal Ministry for Economic Cooperation and 

Development (BMZ), 2017); Mara Kardas-Nelson, ‘Can (and should) Africa make its own Medicines?’ (2015) 

350 The BMJ h2178, 1. 
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increased demand for pharmaceutical products in the benefitting countries; and, secondly, it 

offers a prospects to local firms with sufficient manufacturing capacity to participate in the 

procurement process.56 However, because many LMICs lack adequate manufacturing capacity, 

donor funds tend to be expended on importing medical products from countries with sufficient 

generic capacity, for instance, India. 57  Boosting local production will, therefore, allow 

pharmaceutical firms in LMICs to benefit from the huge investment that goes into the supply 

of donated medical products by donor agencies.  

A few examples may help to visualise the enormity of the donor funds which yearly go into 

funding the drug donation schemes in LMICs: The US President’s Emergency Plan for AIDS 

Relief has invested more than USD 85 billion in its global response to HIV/AIDS;  F

58 Clinton 

Health Access Initiative funds medical supplies to LMICs for the treatment of various 

conditions including HIV/AIDS, malaria, tuberculosis, hepatitis, and cancer; 59  while the 

Global Fund to Fight AIDS, Tuberculosis and Malaria invests more than USD 4 billion yearly 

to support the supply of medical needs in more than 100 countries—EAC partner states are 

direct beneficiaries under all of these schemes.60   

Further justifications have been cited by other scholars to drive home the point that LMICs are 

rapidly becoming emerging markets for pharmaceuticals, with demands sufficient to justify 

investments in pharmaceutical production. A study led by Holt identifies three factors which 

support this hypothesis: the rise of major cities, expansion in healthcare capacity, and maturing 

of the business environment. 61  Another study by Lartey and others also references this 

emerging trend, noting that between 2003 to 2013, pharmaceutical market size in sub-Saharan 

Africa alone grew from USD 4.7 billion to USD 20.8 billion, and projecting this may reach 

USD 40 billion by 2020. 62  The recently concluded African Continental Free Trade 

 
56 Ibid.  
57 Maureen Mackintosh et al (eds), Making Medicines in Africa: The Political Economy of Industrializing for 

Local Health (Making Medicines in Africa) (Palgrave Macmillan, 2016) 251. 
58 See <https://www.state.gov/about-us-pepfar/>.  
59 See <https://www.clintonhealthaccess.org/about-us/>. 
60 See <https://www.theglobalfund.org/en/overview/>. 
61 Tania Holt et al, Insights into Pharmaceuticals and Medical Products Africa: A Contingent of Opportunity for 

Pharma and Patients (Mckinsey&Company, 2015); see also Frederick Ahen and Outi MH Salo-Ahen, ‘Governing 

Pharmaceutical Innovations in Africa: Inclusive Models for Accelerating Access to Quality Medicines’ (2018) 5 

Cogent Medicine 1500196, 9–10. 
62  Paul A Lartey et al, ‘Pharmaceutical Sector Development in Africa: Progress to Date’ (2018) 32(1) 

Pharmaceutical Medicine 1, 2; while it is difficult to ascertain the pharmaceutical market value in Subsaharan 

Africa in 2020, a recently released report notes that this market size grew to USD 28.56 billion in 2017 and 

predicts the market will be worth USD 56 billion to USD 70 billion by 2030: see ‘African Pharmaceutical Market 

Outlook 2017-2030’, Goldstein Market Intelligence (online, 01 September 2020) 

<goldsteinresearch.com/report/Africa-pharmaceutical-industry-market-size-forecast>.  
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Agreement63 has particularly been celebrated as an appropriate response to the economies of 

scale criticism against pharmaceutical production in Africa.64 With a free trade agreement that 

is likely to facilitate free movement of goods, the argument goes, the pharmaceutical industry 

should strategically position itself to benefit from an expected larger market size.65    

With this emerging trend of probable significant increase in demand for pharmaceuticals in 

LMICs, the EAC decision to invest in pharmaceutical production may be difficult to fault. 

5.2.2.3 International R&D efforts prioritise conditions of the developed countries 

The urgent need for LMICs to develop R&D capacity, especially in relation to diseases peculiar 

to their continent, has also been cited as justifying pharmaceutical production in LMICs.66 This 

is more so as international R&D efforts have remained overly concentrated on conditions 

previously associated with the developed countries (cancer, diabetes, obesity, and hepatitis are 

some examples), leaving little attention to diseases like malaria, dengue fever, African 

trypanosomiasis, guinea worm, and river blindness, all of which are prevalent in tropical 

LMICs.67 For instance, a recent estimate of the global value of pharmaceuticals finds that two-

thirds of this value originates from only five countries: the US, Japan, France, Germany and 

the United Kingdom.68 A 2004 study also revealed that only negligible international R&D 

effort went into the diseases afflicting tropical LMICs.69 According to this study, ‘from 1975 

to 2004, only 1.3 percent of the 1556 new chemical entities registered were meant for use in 

tropical diseases and tuberculosis, even though these diseases account for 12 percent of the 

global disease burden.’70  

This wide imbalance in the share of R&D efforts may lead to more preventable deaths in 

LMICs for conditions which could have otherwise been prevented or cured had sufficient R&D 

efforts been concentrated on developing vaccines or finding cures. While some philanthropic 

initiatives are already in place supporting R&D interventions in neglected diseases and 

 
63 Signed 21 March 2018, African Union Commission (entered into force 30 May 2019). 
64 See Landry Signé, The Potential of Manufacturing and Industrialization in Africa: Trends, Opportunities, and 

Strategies (Africa Growth Initiative at Brookings, 2018) 6, 7–11.  
65 Ibid. 
66 See, for instance, Berger et al (n 16). 
67 Ibid; see also Sudip Chaudhuri, ‘R&D for Development of New Drugs for Neglected Diseases in India’ (2010) 

5(1) International Journal of Technology and Globalisation 61.  
68 Berger et al (n 16) 13. 
69 Pierre Chirac and Els Torreele, ‘Global Framework on Essential Health R&D’ (2006) 367 The Lancet 9522.  
70 Ibid 1560-61. 
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vaccines development, 71  it is equally important that governments of affected 

countries/continents take a leading role in this process by allocating more fund to R&D 

activities for diseases affecting their populations. Since an interdependent relationship exists 

between pharmaceutical production capacity and the development of R&D capacity,72 it seems 

reasonable that the earlier LMICs invest in pharmaceutical production, the better for them in 

terms of channelling R&D efforts towards diseases affecting their region. 

5.2.2.4 Local production provides a pathway to additional benefits 

There are other scholars who support pharmaceutical production in LMICs because they 

believe doing so will open developmental doors for these countries in the nearest future.73 One 

such referenced benefit is foreign exchange savings which might result from not having to 

spend as much foreign exchange on importation as LMICs would do in the absence of an 

investment in pharmaceutical production.74 Even though this inference seems to go without 

saying, whether any savings will in fact result is conditional on the extent of the pharmaceutical 

production capacity available in such countries. For instance, where capacity is restricted to 

basic formulations, LMICs will still have to spend heavily on importing active pharmaceutical 

ingredients and excipients. This, however, is not to rule out the possibility of this benefit 

materialising.  

Job creation has been cited as another benefit.75 This is another logical expectation which, of 

course, must be qualified by the fact that pharmaceutical manufacturing is largely technology-

driven, such that even if new jobs were created, they would likely be limited to a few entry 

level jobs.76  Other benefits referenced include technology transfer, the creation of export 

markets, self-sufficiency, supply security in times of emergency, and quality control. 77 

Nevertheless, it is important to point out that, while these are feasible benefits, they may not 

eventuate, even after a decade of a country switching from importation to producing its own 

medicines. For instance, technology transfer to some LMICs has been found to be limited by 

 
71 GAVI, the Vaccine Alliance and Drugs for Neglected Diseases Initiative are two prominent examples: see 

<gavi.org>; <dndi.org>.  
72 See Berger et al (n 16). 
73 See Berger et al (n 16) 31; World Health Organisation, ‘Local Production for Access to Medical Products’ (n 

24) 16; Mackintosh et al, Local Production of Pharmaceuticals in Africa (n 55) 5; Kardas-Nelson (n 55) 1. 
74 Ibid.  
75 See Kaplan and Laing (n 16) 9. 
76 Ibid.  
77 Berger et al (n 16) 31; World Health Organisation, ‘Local Production for Access to Medical Products’ (n 24) 

16; Mackintosh et al, Local Production of Pharmaceuticals in Africa (n 55) 5; Kardas-Nelson (n 55) 1. 
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lack of absorptive capacity, which is caused mainly by low investment in R&D capacity.78 In 

addition, the fact that LMIC laws are lax on patent protection may discourage transfer of 

sophisticated technologies to their domains.79  

The benefit of export markets also require that a country has economies of scale—something 

LMICs cannot boast of.80 The idea of self-sufficiency equally seems far-fetched, considering 

that not even developed countries like the US, Australia or the European Union could lay claim 

to being self-sufficient in pharmaceutical production. 81  The unforeseen emergence of 

pandemics like Ebola, zika virus and, currently, COVID-19, genuinely underscores the need 

for countries to ensure domestic supply security.82 The challenge here, however, relates back 

to the fact that it is impossible for any country to be self-sufficient in supplying all its medical 

needs—active pharmaceutical ingredients, excipients and finished formulations. As the 

COVID-19 global pandemic has shown, while pharmaceutical production may boost 

availability of medical supplies, the interdependent nature of pharmaceutical manufacturing 

(for instance, different active pharmaceutical ingredients and excipients are manufactured in 

different countries) makes supply security another theoretical benefit. Lastly, the quality of 

pharmaceutical products will not be enhanced simply by producing them locally. Reaping the 

benefit of good quality control requires that complementary infrastructural facilities be put in 

place.      

In sum, this section has demonstrated that, though made up of low income partner states, the 

EAC decision to seek a solution in pharmaceutical production is not misplaced. In fact, 

considering that most of the justifications discussed above have direct application to the EAC, 

it would have been inexplicable for the region not to prioritise pharmaceutical production in its 

quest to solve its access to medicines conundrum. For instance, EAC partner states like Uganda 

and Tanzania had participated in some of the case studies funded by several UN agencies to 

ascertain the viability of local production in LMICs.83 It is expected that the EAC will continue 

 
78 See generally: Michael Danquah, Bazoumana Outtara and Peter Quartey, ‘Technology Transfer and National 

Efficiency: Does Absorptive Capacity Matter?’ (2018) 30(2) African Development Review 162; Kaplan and Laing 

(n 16) 9. 
79 Berger et al (n 16) 31. 
80 Ibid; Kaplan and Laing (n 16) 9. 
81 Ibid; see also Alan Tonelson, ‘Not Just China: US Reliance on Foreign Medical Supplies is Staggering’, The 

American Conservative (online, 27 March 2020); Phillip Coorey, ‘Australia Dangerously Dependent on Medical 

Imports’, Financial Review (online, 18 February 2020); Sybrand Brekelmans and Niclas Poitiers, ‘EU Trade in 

Medical Goods: Why Self-Sufficiency is the Wrong Approach’, Bruegel (online, 14 April 2020). 
82  See for instance: World Health Organisation, ‘COVID-19 Significantly Impacts Health Services for 

Noncommunicable Diseases’ (online, 01 June 2020).  
83 See for instance UNCTAD, ‘Local Production of Pharmaceuticals and Related Technology Transfer’ (n 27). 
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to build the capacity where the international intervention stopped. Similarly, given that all the 

EAC partner states are mainly dependent on importation of medical products from India and 

China prior to and after TRIPS, they will sure be affected by the likely disruptive effects which 

TRIPS has on these markets.84 As such, investing in pharmaceutical production appears to be 

inevitable.  

Furthermore, while low demand volume has been frequently cited as an impediment to a 

successful pharmaceutical production plan in LMICs, it is reasonable to assume that this will 

not pose a serious challenge to the EAC. This assumption is based on the fact that the 

pharmaceutical firms in the region will have access to a big regional market, and possibly, big 

continental market—especially assuming the recently concluded African Continental Free 

Trade Agreement produces the anticipated outcomes. If the EAC policy delivers a viable 

pharmaceutical industry, pharmaceutical firms in the region can further ramp up demands by 

participating in the international tenders for the supply of donor funded pharmaceutical 

products to countries in Africa. This will undoubtedly require that the region particularly 

focuses its pharmaceutical policy on boosting R&D capacity, especially in diseases peculiar to 

the African continent, since R&D capacity is central to the success of any pharmaceutical 

production plan. These examples of direct application to the EAC further validate the region’s 

choice. 

All of the above justifications notwithstanding, it is important to recognise that there is a clear 

distinction between a plan to develop pharmaceutical production and the actual implementation 

of such a plan. Scholars have, thus, repeatedly warned against LMICs pursuing local 

production because they believe that implementation may prove abortive owing to quality 

control problem and lack of economic viability.85 Having addressed some of the grounds on 

which the EAC choice of approach may be justified, this chapter now turn to the consideration 

of the theoretical underpinnings and practical implementation of the EAC PMP, the main 

policy through which the EAC intends to achieve its pharmaceutical production goal. 

5.3 EVALUATING THE EAC PHARMACEUTICAL MANUFACTURING PLAN 

In 2007, the AU, through the Africa Pharmaceutical Manufacturing Plan for Africa, advocated 

for a multi-sectoral approach to boosting pharmaceutical production in Africa, calling on 

 
84 EAC PMP (n 1). 
85 See Kaplan and Laing (n 16); Bate (n 19). 
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members to adopt this approach domestically and regionally.86 The original EAC PMP was 

adopted as a response to this continental initiative, setting for itself an ambitious objective of 

guiding the EAC ‘towards evolving an efficient and effective … pharmaceutical industry that 

can supply national, regional and international markets with efficacious and quality 

medicines.’87 The fulfillment of this overarching objective was to be measured by the following 

four deliverables, described in the original EAC PMP as high-level targets: 

▪ Reversing dependency on pharmaceutical imports from outside the EAC from 70 

percent to less than 50 percent; 

▪ Support the expansion of product portfolio of EAC firms to cater for more than 90 

percent of disease conditions (currently at 66 percent); 

▪ At least 50 percent of purchases by EAC national medicines procurement agencies 

are to be sourced from EAC-based pharmaceutical manufacturers; and 

▪ Support local industry in expanding their portfolio by ensuring that at least five 

companies produce more advanced pharmaceutical formulations.88 

Just as these high-level targets were yardsticks for measuring the fulfillment of the overall 

objective, the original EAC PMP also highlighted six pillars, each of which contained 

strategically selected priority actions expected to facilitate the success of the focus of each 

pillar.89 The six pillars are:   

▪ Promote competitive and efficient regional pharmaceutical production; 

▪ Facilitate increased investment in pharmaceutical production regionally; 

▪ Strengthen pharmaceutical regulatory capacity in the region; 

▪ Develop skill-set and knowledge for pharmaceutical production in the region; 

▪ Use TRIPS flexibilities to promote local production of drugs in the EAC; and 

▪ Promote innovation and R&D within the regional pharmaceutical industry.90 

The above implementation matrix is graphically represented in Figure 5.1 below.  

 

 
86 Pharmaceutical Manufacturing Plan for Africa (n 34). 
87 EAC PMP (n 1) 7. 
88 Ibid 35. 
89 Ibid 36. 
90 Ibid 36. 
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Figure 5.1: EAC PMP 2012-2016 implementation matrix 

As this figure shows, the pillars are the most crucial substratum of the EAC PMP, given that 

the fulfillment of both the high-level targets and the overarching goal of the EAC PMP is 

dependent on their successful implementation. As stated earlier, the implementation timeline 

for the original EAC PMP ended in 2016, making a further review inevitable.91 This led the 

EAC Sectoral Council of Ministers on Health to evaluate the degree of implementation already 

achieved under each of the six pillars of the plan.92 The Council found that the third pillar 

(strengthening pharmaceutical regulatory capacity in the EAC) had received the highest 

attention: a consequence of designating the EAC as one of the implementation hubs under the 

AU’s Medicines Regulation Harmonisation Initiative.93 Other pillars also witnessed different 

levels of implementation: for instance, the creation of the Federation of East African 

 
91 See section 5.1 above. 
92 EAC PMP (n 1) 28. 
93 Ibid 29. 

Objective 

To build a globally competitive regional pharmaceutical industry 

High Level Targets 

Reduce dependence on pharmaceutical imports from 70 to 50 percent 

Expand production portfolio for regional disease conditions from 66 to 90 percent 

Procure at least 50 percent of regional medical needs from regional pharma firms 

Ensure five regional pharma firms produce more advanced pharma formulations 

Pillars 

1: Promote competitive & efficient pharmaceutical production 

2: Facilitate increased investment in pharmaceutical production 

4: Develop appropriate skills & knowledge on pharmaceutical production

  

3: Strengthen pharmaceutical regulatory capacity 

5: Utilise WTO TRIPS flexibilities to improve pharmaceutical production 

6: Promote innovation & R&D within the regional pharmaceutical industry 
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Pharmaceutical Manufacturers was evidence of implementation under the first pillar; the 

implementation of some of the priority actions put in place under the second pillar resulted in 

all the EAC partner states receiving improved ranking on the World Bank’s Ease of Doing 

Business reports; the development of a policy and an accompanying protocol recommending 

approaches for the national approximation of TRIPS flexibilities was an achievement under the 

fifth pillar; and, lastly, in implementing the priority actions under the fourth and sixth pillars, 

some R&D trainings were organised for pharmaceutical firms and experts domiciled in the 

EAC.94 

Notwithstanding the above, however, the Council also identified two main challenges which 

affected effective implementation of the original EAC PMP: failure to inaugurate regional and 

national steering/coordinating bodies until April 2014, and scarce resources, particularly 

funding.95 These challenges were taken into consideration in revising the EAC PMP and the 

implementation timeline has now been moved from 2012–2016 to 2017–2027.96 In designing 

the revised EAC PMP, the EAC particularly drew lessons from countries such as India, 

Bangladesh, Ghana, Ethiopia and Egypt, all of which the EAC considered as success stories 

and perfect models for designing and implementing pharmaceutical production plans.97 Similar 

to the original EAC PMP, the revised EAC PMP retains the overarching objective, the four 

high-level targets as well as the six pillars direction.98 However, to reflect the lessons learned 

during the implementation period of the original EAC PMP and from supposed best practices 

in other countries, the revised EAC PMP incorporates new priority actions under some of the 

pillars.99 

Figure 5.2 below highlights the salient components of the revised EAC PMP, including the 

newly introduced priority actions: technology transfer under the first and fifth pillars, model 

for national incentive packages and policy coherence under the second pillar, industry-

academia linkages and harmonisation of curricula for schools of pharmacy in partner states 

under the fourth pillar, and north-south and south-south linkages under the sixth pillar.100 

 

 
94 Ibid 28–31.  
95 Ibid 28. 
96 EAC PMP (n 1). 
97 Ibid 34–5.  
98 Ibid 36. 
99 Ibid. 
100 Ibid.  
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Figure 5.2: EAC PMP 2017–2027 implementation matrix (*adapted from the EAC PMP) 

It is against the above background that this section seeks to analyse the revised EAC PMP with 

a view to understanding whether pharmaceutical production is a viable policy option for the 

EAC. The analysis that follows is undertaken under four themes: harmonisation of drug 

regulation, leveraging TRIPS flexibilities, incentive packages and policy coherence, and 

boosting innovation and R&D. These themes are drawn from the six pillars and priority actions 

highlighted in Figure 5.2 above. An attempt is made in the first instance to discuss the 

theoretical relationship of each theme to the EAC PMP and, subsequently, to examine the 

extent to which each theme has been implemented in practice: in doing the latter, reliance is 

placed on the available literature and the data collected during fieldtrip to the region in 2018.101 

5.3.1 Harmonisation of drug regulation 

An efficient drug regulatory system is indispensable to pharmaceutical production; as such, 

any country which is contemplating pharmaceutical production as a policy response to access 

to medicines conundrum must be willing to invest hugely in drug regulation. This is because it 

is through a competent drug regulatory system that a country can ensure, among other matters, 

that the manufactured pharmaceuticals emanate from plants which meet established Good 

Manufacturing Practice (GMP) standards; that such products meet quality requirements, are 

 
101 See chapter one, section 1.6.3 for a detailed discussion of interview as one of the research methods used in 

collating data for this thesis. 
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safe and efficacious; and further that consistent pharmacovigilance is carried out to rule out 

quality or safety compromise post-marketing authorisation grants.102 Many of these important 

regulatory issues are, however, seldom addressed by the drug regulatory frameworks in place 

in most LMICs; hence, opponents of pharmaceutical production in these countries have relied 

on this practical reality to argue against pharmaceutical production in LMICs (such as the EAC 

partner states).103  

As a region made up of poor countries, the above criticism has direct application to the EAC 

partner states, thereby raising the query about how the region intends to achieve viability in 

pharmaceutical production when drug regulatory capacity in individual partner state is far from 

being effectual. To resolve this critical  issue, the revised EAC PMP (through the first and third 

pillars) proposes a solution in a regionally harmonised drug regulatory system, which will save 

cost and time, and facilitate early entry of pharmaceuticals into the market.104 It is important to 

note that the adoption of this approach will be in alignment with the philosophy of 

harmonisation underpinning the entire EAC system: for instance, the EAC Treaty provides that 

partner states should ‘harmonise drug registration procedures… to achieve good control of 

pharmaceutical standards....’105    

Similarly, it must be acknowledged that adopting a regional approach to drug regulation is not 

peculiar to the EAC, as it has been frequently used by countries in regional arrangements.106 

For instance, countries with less technical skills for conducting GMP inspections, dossier 

evaluation and pharmacovigilance are able to rely on the expertise and resources of the 

collective system to achieve a more robust and efficient drug regulation.107 The centralisation 

of the system also means pharmaceutical firms located within the regional arrangement may 

spend less for the assessment of dossiers and inspection of pharmaceutical plants. 108 

 
102 EAC MRH Concept Note (n 7) 2. 
103 See Bate (n 19); Kaplan and Laing (n 16). 
104 EAC PMP (n 1) 36. 
105 East African Community Treaty signed 30 November 1999 (entered into force 7 July 2000) art 118(d). 
106 Examples of countries using this approach include the Caribbean Community and Common Market, the 

European Union, and the Gulf Cooperation Council: see Charles Preston et al, ‘Regionalization as an Approach 

to Regulatory Systems Strengthening: A Case Study in CARICOM Member States’ (2016) 39(5) Pan American 

Journal of Public Health 262; see also World Health Assembly (WHA) Resolution 67.20 which notes ‘the 

importance of collaboration to pool regulatory capacities to promote greater access to quality, safe, efficacious, 

and affordable products.’ 
107 See The New Partnership for Africa’s Development (NEPAD) and the World Health Organization (WHO), 

African Medicines Registration Harmonisation (AMRH) Initiative: Summary, Status and Future Plans (NEPAD 

and WHO, 2009) 3; Julius Mugwagwa, ‘Innovating for Public Health: Towards Harmonized Medicines 

Regulatory Systems in Africa’ (2015) 14(3) International Journal of Technology Management & Sustainable 

Development 163, 164. 
108 Ibid. 



177 

 

Consumers will also benefit through affordable prices and faster entry of essential medical 

products into the market, since those drugs will no longer be susceptible to delay caused by 

insufficient assessment or inspection capacity.109 

Moreover, because the EAC PMP adopts a holistic approach, a successful implementation of 

the harmonisation of drug regulation objective under the EAC PMP will serve as evidence of 

the EAC fulfilling its obligations under a similar continental initiative, namely, the African 

Medicines Regulation Harmonisation (AMRH) initiative. 110  The AMRH initiative was 

instituted in 2009 by the AU with the primary aim of building effective medicines registration 

system in Africa through regional harmonisation and capacity building.111 The implication of 

this is that the continental initiative only provides a framework, leaving the details of the actual 

implementation to selected regional economic communities. As one of Africa’s most 

accomplished regional economic communities, the EAC was among the three regional 

economic communities selected to pioneer the operationalisation of this AMRH initiative and 

was, in fact, the first to secure funding under the scheme.112 

In March 2012, the EAC launched the EAC MRH scheme with an objective similar to that of 

the AMRH, namely, ‘to achieve a harmonized medicines registration process in its member 

countries … based on common documents, processes and shared information’.113 So far, the 

EAC has designated partner states to lead technical working groups on key regulatory activities 

such as GMP (Uganda), Information Management System (Rwanda), Medicines Evaluation & 

Registration (Tanzania), and Quality Management System (Kenya). 114  However, only the 

GMP inspection (which is carried out by the National Drug Authority (NDA), Uganda) and 

dossier evaluation (overseen by the Tanzania Food and Drug Authority(TFDA)) aspects of 

these mandates have taken off.115  

While the procedure for using the joint GMP inspection mandate is quite straightforward, that 

of using the joint dossier evaluation/assessment is somewhat intricate. To use the latter process, 

a pharmaceutical firm is required to submit an application containing dossier for the medical 

 
109 Ibid.  
110 EAC MRH Concept Note (n 7) 1.   
111 See NEPAD/WHO (n 107) 1.  
112 Southern African Development Community and Economic Community of West African States (ECOWAS) 

are the other participating regional bodies: see NEPAD/WHO (n 107) 5–6. 
113 World Health Organisation, ‘WHO Support for Medicines Regulatory Harmonization in Africa: Focus on East 

African Community’ (2014) 28(1) WHO Drug Information 11, 12; EAC MRH Concept Note (n 7). 
114 See PATH, ‘Medicines Regulation in the East African Community: Landscape Summary Report’ (2016) 

Advocacy and Public Policy 1, 2. 
115 Ibid.  
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product in respect of which approval is sought to the TFDA; the Authority will then check the 

application for compliance with matters of form.116 In the absence of any formality query, the 

TFDA will forward the dossier to two EAC partner states which will individually assess it and 

produce an assessment report.117 This report is passed on to a team of assessors (persons with 

expertise in medicines evaluation and registration) selected from among the EAC partner states: 

the goal of this stage is to allow expert assessors consider the assessment report at a joint 

evaluation meeting facilitated by the EAC Secretariat. 118  This stage will produce a final 

assessment report which is intended to advise an applicant on the outcome of the joint 

assessment process (it is the duty of the EAC Secretariat to convey the final assessment report 

to an applicant).119 Where the final assessment report is positive, an applicant is required to 

transmit the report alongside the product applications and registration fees to all National 

Medicines Regulatory Authorities (NMRAs) where they intend to seek market authorisation.120  

Certain corollary points may be noted from the joint dossier assessment procedure: (1) a firm 

intending to use the joint dossier assessment procedure must first meet the requisite GMP 

standard—this could be obtained either through a national process or the joint GMP inspection 

process; (2) an application for joint dossier assessment may be queried at two stages, first when 

it is being assessed by the two partner states, and second at the joint evaluation stage.121 Thus, 

pharmaceutical firms and importers in the EAC may apply for a joint GMP inspection or joint 

dossier evaluation the outcome of which may be recognised within the region. This procedure 

is illustrated in Figure 5.3 below. 

 

 

 

 

 
116 See Live Storehagen Dansie, Walter Denis Odoch and Christine Ardal, ‘Industrial Perceptions of Medicines 

Regulatory Harmonization in the East African Community’ (2019) 14(6) PLoS One e0218617, 3; Noxolo Luthuli 

and Wilberto Robles, ‘Africa Medicines Regulatory Harmonization Initiatives: White Paper’ prepared for Africa 

Union by WCG’s Quality Assurance Department, 9-10 <http://wcgcares.org/our-impact/quality-assurance/>. 
117 Ibid. 
118 Ibid. 
119 Ibid. 
120 Ibid. 
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Figure 5.3: EAC Joint Assessment procedure (Source: the EAC) 

The EAC MRH initiative is, thus, focused on promoting the quality of drug regulation and 

shortening the time and cost of obtaining marketing authorisation for medical products in the 

region. This explains why the EAC PMP emphasises a successful implementation of the EAC 

MRH initiative.122 Given this symbiotic relationship, to what extent is the EAC MRH Initiative 

an effective policy document and how much of it has actually been implemented in practice by 

partner states? There is no doubt that the EAC MRH initiative can hardly be faulted as a policy 

document. However, the same level of confidence cannot be displayed on the actual 

implementation question as only nominal success has so far been recorded: the allocation of 

different tasks to each partner state123 and the EAC joint assessment program.124 It is not in 

doubt that achieving these milestones is in itself commendable and will have positive effects 

on the entire pharmaceutical production project. Particularly, the introduction of a joint 

assessment system is expected to favour partner states like Burundi and Rwanda which lack 

both the resources and technical expertise required to evaluate dossiers and/or inspect 

manufacturing sites for compliance with GMP. Nevertheless, a perusal of the literature as well 

 
122 EAC PMP (n 1) 36. 
123 PATH (n 114). 
124 Ibid. 
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as data generated from interviewing stakeholders indicate that some challenges (discussed 

below) still persist as far as actual implementation is concerned. 

One development that seems to contradict the central aim of the EAC MRH program is the 

continued fragmentation of the drug registration procedure in the region. For instance, a White 

Paper report commissioned by the EAC shows that there are currently three paths to registering 

drugs in the EAC: the national authorisation path (used where registration is sought in one 

partner state), the WHO collaborative path (which is optional and used to register WHO 

prequalified medicines), and the EAC joint assessment path (used by firms which desire 

registration in two or more partner states).125 The implication of this is that the ability to benefit 

from the time- and cost-saving advantages of a harmonised regulatory process is largely 

dependent on which of the three paths a pharmaceutical firm adopts. A truly harmonised 

approach should create only one path to registration (a centralised system based on mutual 

recognition) as this will ensure that needed medical products reach the population at lower cost 

and within the shortest time possible.  

Another observed challenge is the unequal resources and skills available among partner 

states—a phenomenon that may impede the harmonisation process. For instance, while 

Tanzania, Uganda and Kenya all have semi-autonomous NMRAs to pioneer the 

implementation of the EAC MRH program, Burundi and Rwanda lack such capacity and only 

function through their Ministries of Health.126 This absence of autonomous NMRAs in Rwanda 

and Burundi seems to explain why they are both excluded from participating under the joint 

assessment procedure. Similarly, despite the fact that the EAC PMP enjoins partner states to 

develop GMP roadmap outlining timelines for achieving international GMP standards, only 

Kenya has so far prepared a document towards the implementation of this priority action.127  

Additionally, as Figure 5.3 above shows, despite the fact that the final assessment report from 

the joint assessment procedure has gone through a centralised process, the report only has a 

persuasive effect on partner states such that national NMRAs may choose to accept or reject 

the report at the national phase of the process.128 In fact, it was gathered from the interviewees 

 
125 Luthuli and Robles (n 116) 9. 
126  See Leonard A Kamwanja, John Saka and Abolade Awotedu et al, Situation Analysis on Medicines 

Registration Harmonisation in Africa: Final Report for the East African Community (NEPAD, 2010) 8; PATH (n 

114). 
127 See United Nations Industrial Development Organization, ‘Kenya GMP Roadmap: A Stepwise Approach for 

the Pharmaceutical Industry to attain WHO GMP Standards’ (UNIDO, 2014). 
128 Dansie, Odoch and Ardal (n 116); Luthuli and Robles (n 116). 
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conducted in the region that the non-bindingness of the joint assessment procedure empowered 

NMRAs to override assessment outcome from the joint evaluation process—a practice which 

apparently defeats the essence of the regional effort.129 For the EAC MRH initiative to truly 

impact the implementation of the EAC PMP, it is suggested that the joint assessment report, 

which is a product of a centralised system, should be binding on all partner states; otherwise, 

the expected savings from a centralised process will not materialise. A recent empirical study 

by Dansie, Odoch and Ardal confirms that the non-binding nature of the joint assessment report 

may dissuade pharmaceutical firms from using this procedure.130 According to the authors, 

while most joint assessment applications were treated at the regional level within the stipulated 

period of four to seven months, pharmaceutical firms which had used the procedure had 

complained of inordinate delay at the national phase of registration—in some cases, of up to 

12 months.131  

For some of the interviewees (specifically, those from pharmaceutical firms) located in Kenya, 

Uganda and Tanzania, the joint assessment procedure was not relevant to them because they 

were not interested in drug registration in multiple partner states; although, they were open to 

considering using the procedure in the future.132 From the perspective of the interviewees 

selected from national NMRAs, embracing a total harmonisation of drug regulation—that is, 

with mutual recognition of assessment outcomes from other partner states—would affect the 

revenues which ordinarily accrued to their offices.133 They explained further that they ran the 

operations of their offices (NMRAs) partly from funding generated from drugs registration.134 

In a similar manner, interviewees (pharmaceutical firms) in Tanzania raised two issues: one, 

inadequate consultation prior to the development of the EAC MRH and EAC PMP initiatives; 

and two, this lack of adequate consultation might result in the region having a harmonised drug 

registration standard which failed to fairly reflect the capacity of pharmaceutical firms in the 

region.135  

 
129 Interviews: Poison and Pharmacy Board (Olugbenga Olatunji, Nairobi, Kenya, 18 April 2018); National Drugs 

Authority (Olugbenga Olatunji, Kampala, Uganda, 2 May 2018); Universal Corporation Ltd (Olugbenga Olatunji, 

Nairobi, Kenya, 23 April 2018); Cosmos Pharmaceutical Ltd (Olugbenga Olatunji, Nairobi, Kenya, 24 April 

2018).   
130 Dansie, Odoch and Ardal (n 116) 9. 
131 Ibid.  
132 Interviews: Kampala Pharmaceutical Industries (1996) Ltd (Olugbenga Olatunji, Kampala, Uganda, 30 April 

2018); Mansoor Daya Pharmaceutical Ltd (Olugbenga Olatunji, Dar es salaam, Tanzania, 28 May 2018). 
133 Interviews: Poisons and Pharmacy Board (n 129); National Drugs Authority (n 129). 
134 Ibid. 
135 Interviews: Mansoor Daya Pharmaceutical Ltd (n 132); ZENUFA Laboratories (Olugbenga Olatunji, Dar es 

salaam, Tanzania, 2 June 2018). 
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Overall, the regional harmonisation efforts at the moment can best be described as a work in 

progress. One significant missing link is the establishment of a regional and national legal 

frameworks which are required to make mutual recognition for dossier evaluations and GMP 

inspections among partner states a reality. It is equally important to address some of the 

concerns raised by stakeholders regarding how harmonisation might affect them—for instance, 

how the cost of assessment may affect firms only interested in entering one of the regional 

markets; the issue of funding for existing NMRAs; and the need for more consultations to 

ensure that harmonised standards fairly reflect the capacity of local firms. In addition to making 

the EAC pharmaceutical production efforts more viable, taking these steps will also improve 

the overall access to essential medicines by ensuring that both locally produced and imported 

drugs are registered across partner states via one application, thereby saving cost and time. 

5.3.2 Leveraging TRIPS flexibilities 

The fifth pillar of the EAC PMP identifies a harmonised incorporation of TRIPS flexibilities 

among the EAC partner states as another necessary action crucial to the realisation of a viable 

pharmaceutical production capacity in the region.136 This pillar requires that the EAC partner 

states take a common approach to incorporating the TRIPS flexibilities into national laws and 

to use them optimally should the occasions for use arise.137 TRIPS flexibilities describe those 

TRIPS obligations the construction of which is significantly left to the discretions of WTO 

members, subject only to the condition that any preferred construction must comply with 

TRIPS consistency and necessity tests.138 These flexibilities include transition period for LDCs, 

compulsory licensing, parallel importation, experimental use exception, strict construction of 

patentability requirements, and exclusion of some subject-matters from patentability.139 As 

demonstrated below (and as indicated in chapter four), there is currently lack of coherence in 

the national responses to the EAC recommendations on implementing these flexibilities.140  

The fifth pillar is particularly critical and therefore requires strategic implementation because 

of the nature of pharmaceutical manufacturing which often occurs in an IP-dominated 

environment. For instance, a pro-patent owners’ approach to construing the patentability 

criteria, or the failure to exempt experimental use (either under the research exemption or the 

 
136 EAC PMP (n 1) 36. 
137 Ibid.  
138 See chapter three, section 3.2 for a discussion of these tests. 
139 Chapter three, section 3.3 and chapter four, section 4.2 examined the EAC recommendations on the TRIPS 

flexibilities as well as the national responses to these recommendations.  
140 See chapter three, section 3.3; see also section 5.3.3 below. 
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Bolar exception), or to incorporate an LDC transition period, among others, may result in the 

grant of more pharmaceutical patents as well as leading to more enforcement.141 This may 

produce an industry so oversaturated with patent rights that the nascent pharmaceutical firms 

in the region will struggle for space to understudy innovative research. In contrast, a strict 

construction of the patentability criteria, the exclusion of deserving subject-matters, the 

exemption of experimental uses, the incorporation of an LDC transition period, and provision 

for the use of compulsory licence are more likely to produce a broad public domain 

synonymous with increasing research activities and access to medicines.142 The intention to 

create the latter environment is the rationale for the inclusion of this pillar in the EAC PMP 

implementation matrix.143       

The EAC has taken commendable steps to facilitate the implementation of this pillar. In 2013, 

the region adopted a policy document on national approximation of TRIPS flexibilities—a 

document which aggregates all possible TRIPS flexibilities and provides suggestive 

interpretative guides for partner states.144 Annexed to the EAC Policy on TRIPS Flexibilities 

is a protocol which was intended to convert the regional recommendations on TRIPS 

flexibilities into binding obligations for partner states after they must have ratified it. However, 

the required ratification has not yet happened as a result of which the proposed 

recommendations remain non-binding on partner states.145  The EAC propositions and the 

national responses thereto have already been discussed in chapters three and four. As such, the 

focus here is limited to assessing the actual use of the TRIPS flexibilities by the various 

stakeholders interviewed by the researcher (interviewees included pharmaceutical firms, 

association of pharmaceutical manufacturers, procurement agencies and patent offices).146 For 

ease of understanding, the responses of interviewees on the use of the TRIPS flexibilities have 

been categorised into three groups for the purpose of the ensuing analysis.      

In the first group of interviewees are representatives of six pharmaceutical firms across three 

partner states—two each were selected from Kenya, Uganda and Tanzania.147 The selection of 

participating firms was influenced by the fact that only Kenya, Uganda and Tanzania have 

 
141 See generally chapter four, section 4.2. 
142 Ibid. 
143 See EAC PMP (n 1).  
144 EAC Policy on TRIPS Flexibilities (n 6). 
145 EAC Protocol on TRIPS Flexibilities (n 6). 
146 See chapter one, section 1.6.3. 
147 Interviews: Cipla Quality Chemical Industries Ltd (Olugbenga Olatunji, Kampala, Uganda, 26 April 2018); 

Kampala Pharmaceutical Industries (n 132); ZENUFA Laboratories (n 135); Mansoor Daya Pharmaceutical Ltd 

(n 132); Universal Corporation Ltd (n 129); Cosmos Pharmaceuticals Ltd (n 129); see chapter one, section 1.6.3. 
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significant manufacturing capacity in the region as at the time of interviews.1038F

148 Each firm was 

asked three questions: awareness about TRIPS flexibilities; use of the flexibilities; and reason(s) 

for non-use of flexibilities.149 These questions elicited similar responses from all interviewees. 

For instance, all the six interviewees had ‘some faint’ idea of what TRIPS flexibilities are; none 

of them had ever used any flexibility—but two had used voluntary licences; and the reason for 

non-use was because they all dealt predominantly in generic/non-patented basic 

formulations.150  

The responses of the interviewee from one of the pharmaceutical firms (referred to hereafter as 

Firm A) is particularly worthy of further comments. Asked if it had ever used any TRIPS 

flexibility, Firm A responded in the affirmative, explaining that it was a recipient of a 

compulsory licence of a patent held by GlaxoSmithKline (GSK) for the manufacture of 

lamivudine and zidovudine, both antiretroviral (ARV) drugs.151 However, after further probing 

about the process leading to the grant of the claimed compulsory licence, it turned out that the 

arrangement between Firm A and GSK was a voluntary (not compulsory) licence.152 After a 

series of follow-up questions on the voluntary licence arrangement, Firm A explained that it 

found out after the grant of this licence that it could not use the licence without first obtaining 

WHO prequalification.153 Even though Firm A subsequently secured WHO prequalification, 

according to the firm, its investment in this process amounted to a waste of resources because 

the patent on the two ARVs had expired by the time its application for prequalification was 

granted.154 

The unpleasant but avoidable experience of Firm A above clearly exemplifies how significant 

an act as simple as promoting awareness and educating local firms on the TRIPS flexibilities 

as well as the procedure for adopting them can be. That the pharmaceutical firms in the EAC 

could benefit from more awareness about the TRIPS flexibilities and how they could be 

deployed is further affirmed by the Chairman of the Federation of East African Pharmaceutical 

 
148 See EAC PMP (n 1); see also chapter one, section 1.6.3. 
149 A copy of the questions is on file with the researcher. 
150 Interviews: Cipla Quality Chemical Industries Ltd (Olugbenga Olatunji, Kampala, Uganda, 26 April 2018); 

Kampala Pharmaceutical Industries (n 132); ZENUFA Laboratories (n 135); Mansoor Daya Pharmaceutical Ltd 

(n 132); Universal Corporation Ltd (n 129); Cosmos Pharmaceuticals Ltd (n 129). 
151 Interview: Firm A (Olugbenga Olatunji, EAC, April-June 2018). 
152 Ibid. 
153 Ibid; WHO prequalification ‘is a systematic process to determine the capacity of a manufacturer to produce a 

product of consistent quality in accordance with international standards and WHO/UNFPA [United Nations 

Population Fund] specifications’, see the WHO Reproductive Health Essential Medicines (RHEM) Resource 

Portal <who.int/rhem/prequalification/en/>. 
154 Interview: Firm A (Olugbenga Olatunji, EAC, April-June 2018).  
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Manufacturers who told the researcher that adequate sensitisation on the TRIPS flexibilities 

would go a long way to change the current culture of little knowledge and non-use of 

flexibilities.155 While it is true that the EAC had in the past focused trainings on creating 

awareness around the TRIPS flexibilities in the past, an examination of the composition of 

some of these trainings reveals that pharmaceutical firms were often underrepresented in most 

cases.156   

In the second category are interviewees which represented the procurement agencies from 

Kenya (Kenya Medical Supplies Authority – KEMSA), Uganda (National Medical Stores – 

NMS), Tanzania (Medical Store Department – MSD), and Rwanda (Medical Procurement and 

Production Division – MPPD). This group of interviewees was selected to examine the extent 

of their understanding of the role that the TRIPS flexibilities may play in the drug procurement 

process. These questions were framed around the 2003 waiver Decision by the General Council 

for TRIPS, which put in place a temporary arrangement under which WTO members could 

export all pharmaceutical products manufactured under a compulsory licensing regime to 

another country.157  As earlier explained, this Decision suspended the provision of TRIPS 

article 31(f) which limited the use of products manufactured from a compulsory licence to 

predominantly domestic purposes.158 An amendment intended to incorporate this new regime 

into TRIPS was drafted in 2005, with a proviso that it would only come into force after two-

third of WTO members had ratified it—this milestone was reached in 2017 and the waiver 

Decision has now become article 31bis of TRIPS.159  

One interesting aspect of this new amendment is that it makes the deployment of the new 

regime by WTO members in a regional arrangement easier: for instance, where the membership 

of a regional economic community is made up of at least one-half (50 percent) LDCs, any 

member of the community can use this regime to import large quantity of medical products for 

 
155  Interview: Chairman, Federation of East African Pharmaceutical Manufacturers (Olugbenga Olatunji, 

Kampala, Uganda, 30 April 2018). 
156 For instance, one of such trainings had a total of 23 participants in attendance with some representatives from 

the Federation of East African Pharmaceutical Manufacturers, some from Ministries of Industry and Health, and 

researchers and stakeholders from civil societies: see EAC PMP (n 1) 31.  
157 See Implementation of paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health, 

Decision of the General Council of 30 August 2003 (WT/L/540 and Corr1). 
158 See chapter four, section 4.2.10.  
159 See Amendment of the TRIPS Agreement, Decision of the General Council of 6 December 2005 (WT/L/641); 

William New, ‘It’s Official: TRIPS Health Amendment In Effect, First Ever To A WTO Agreement’ Intellectual 

Property Watch (online, 23 January 2017) <https://www.ip-watch.org/2017/01/23/official-TRIPS-health-

amendment-effect-first-ever-wto-agreement/>. 
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subsequent distribution among other members within the regional arrangement.160 Additionally, 

LDC WTO members are presumed to have insufficient manufacturing capacity, such that the 

need to separately prove this is obliterated for LDCs.161 Considering the constitution of the 

EAC, and the fact that quantities of import influence the cost price of pharmaceutical products, 

the region can deploy TRIPS article 31bis provisions to centrally bulk-procure finished 

formulations or active pharmaceutical ingredients or excipients which will then be distributed 

among partner states. Using this regime may particularly promote the pharmaceutical 

production goal of the EAC PMP where the bulk products used in local manufacturing are often 

imported from abroad. The flexibility also seems to offer a solution to the economies of scale 

criticism often raised against the viability of pharmaceutical production in LMICs.162  

While the procedure for invoking this flexibility has been rightly denounced for its 

complexity,163 there is a possibility that a different outcome will result if the regime is used for 

procurement within a regional arrangement. This is because a procurement within a regional 

arrangement is expected to involve more quantity of pharmaceutical products (which will make 

for economies of scale and cheaper costs) than would be involved in cases of national 

procurement. The Rwandan example depicts how using this regime within a national context 

may be problematic. 164  Another indication of how important this regime may be is the 

European Union recent resolve, following the outbreak of the COVID-19 pandemic, to call for 

a reconsideration of the decision of its members to opt-out of using TRIPS article 31bis 

regime.165  

Following from the foregoing background, the selected EAC procurement agencies were asked 

two questions: awareness about pool-procurement opportunity offered by TRIPS article 31bis 

regime, and whether they would consider using the regime.166 The received responses show 

 
160 TRIPS (n 6) (as amended) art 31bis (3). 
161  See Appendix to Annex to the TRIPS Agreement, < 

https://www.wto.org/english/docs_e/legal_e/31bis_TRIPS_annex_e.htm>. 
162 See Bate (n 19). 
163 See chapter four, section 4.2.10. 
164 Christina Cotter, ‘The Implication of Rwanda’s Paragraph 6 Agreement with Canada for Other Developing 

Countries’ (2008) 5(2) Loyola University Chicago International Law Review 177. 
165  In response to the 2019 COVID-19 outbreak, the Chair of the European Parliament’s Committee on 

International Trade wrote the Commissioner for Trade, European Commission, asking if the EU would consider 

revisiting its decision to opt-out of the TRIPS art 31bis regime if necessary, to which the Commissioner responded 

that the EU would not rule out doing so: see Thiru, EU Trade Commissioner Phil Hogan Issues Statement on 

European Union Compulsory Licensing in Context of Covid-19, Makes Important Statement About TRIPS Article 

31bis, Knowledge Ecology International (online, 3 June 2020). 
166 Interviews: Kenya Medical Supplies Authority (Olugbenga Olatunji, Nairobi, Kenya, 16 April 2018); National 

Medical Store (Olugbenga Olatunji, Kampala, Uganda, 2 May 2018); Medical Store Department (Olugbenga 
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that, while they were all aware of pool-procurement opportunity inherent in this regime, actual 

use has remained problematic.167 For instance, the interviewee from KEMSA explained that 

the discussion around pool-procurement in the EAC pre-dated TRIPS article 31bis 

provisions.168 He identified lack of a political will among the EAC partner states as the big 

impediment to using the option.169 He also stated that partner states were not willing to commit 

to the option because of the belief that the procurement of pharmaceutical products is a 

sensitive area which should be under the control of the government of each partner state.170 

The interviewee representing the Ugandan NMS expressed a similar sentiment, explaining that 

seven years earlier, all the procurement agencies in the region had met to discuss the issue of 

pooled-procurement, although no tangible progress could be made because partner states could 

not agree to a legislative framework required to actualise the idea.171  

Lastly, the interviewees drawn from the Tanzania’s MSD and Rwanda’s MPPD also affirmed 

this weakness, with the former pointing out that the Southern African Development 

Community, another regional economic community of which Tanzania is a member, was closer 

to implementing a pool-procurement regime than the EAC.172 These responses show beyond 

doubt that there is no tangible plan in the EAC to explore TRIPS article 31bis for pool-

procurement purposes.173 It can also be deduced that the biggest impediment to using this 

flexibility is the unwillingness by the EAC partner states to cede a part of their sovereign rights 

in the interest of a centralised procurement arrangement.    

The third (and the last) group of interviewees was drawn from patent offices in Kenya, Uganda, 

Tanzania and Rwanda, and the questions posed to them focused on the practical application of 

the patentability criteria to pharmaceutical patent applications. The interviewee from the Kenya 

Industrial Property Institute confirmed that these criteria were strictly construed—novelty 

 
Olatunji, Dar es salaam, Tanzania, 30 May 2018); Medical Procurement and Production Division (Olugbenga 

Olatunji, Kigali, Rwanda, 22 May 2018).  
167 Ibid.  
168 Ibid. 
169 Interview: Kenya Medical Supplies Authority (n 166). 
170 Ibid.  
171 Interview: National Medical Store (n 166). 
172 Interviews: Medical Store Department (n 166); also Medical Procurement and Production Division (n 166). 
173 The pool-procurement option has been successfully in many countries and regional organisations: for instance, 

studies—in Iran, Jordan, Gulf Cooperation Council countries, and Western Caribbean—have shown that pool-

procurement help save money, and improve drug quality and customers’ satisfaction: see generally Peivand 

Bastani et al, ‘Lessons from One Year Experience of Pooled Procurement of Pharmaceuticals: Exploration of 

Indicators and Assessing Pharmacies’ Performance’ (2018) 28(1) DARU Journal of Pharmaceutical Sciences 13; 

Claire Chaumont et al, ‘Antiretroviral Purchasing and Prescription Practices in Mexico: Constraints, Challenges 

and Opportunities’ (2015) 57 Public Health of Mexico S171. 
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checked against worldwide prior arts, inventive step assessed using the standard of a person of 

ordinary skill, and industrial application checked against utility in an industry.174 A similar 

approach to construing patentability criteria was adopted in Tanzania, according to the 

interviewee which represented the Tanzania’s Business Registrations and Licensing Agency.175 

It is worth noting that Tanzania is an LDC and, therefore, has no mandatory obligation to offer 

patent protection for pharmaceuticals until 2033.176 When asked why Tanzania did not take 

advantage of this flexibility, the interviewee stated that the initial rationale was to assure 

pharmaceutical investors that their IP rights would be fully protected in Tanzania.177 Further 

asked if Tanzania would consider using this flexibility at some later time, the interviewee 

replied that ‘the Ministry responsible for IP is in the process of reviewing the country’s 

Industrial Property law to incorporate flexibilities.’178 The interviewee was, however, unsure 

if the anticipated review would alter the current provision on patent protection for 

pharmaceuticals.179 

In Uganda, the representative of the Uganda Registration Services Bureau pointed out that the 

office did not have to apply patentability criteria because, as an LDC, Uganda has no obligation 

to protect pharmaceutical patents until 2033.180 The nominated interviewee from the patent 

office in Rwanda also confirmed that, in line with Rwanda’s status as an LDC, patent protection 

was excluded for pharmaceutical products until 2033, so that the office did not ‘currently’ 

construe patentability criteria.181 Further questioning, however, revealed that Rwanda was 

already pondering surrendering this flexibility because, according to the interviewee, absence 

of patent protection for pharmaceuticals had become a hindrance to investment in the 

pharmaceutical sector in Rwanda.182 He explained further that the government had commenced 

the process of amending Rwanda’s IP law to offer pharmaceutical patents in accordance with 

the demand of prospective foreign investors.183 Upon further probing on the probable effect 

that this might have on access to medicines in the long run, the interviewee replied that the 

 
174 Interview: Kenya Industrial Property Institute (Olugbenga Olatunji, Nairobi, Kenya, 20 April 2018).  
175  Interview: Business Registrations and Licensing Agency (IP Unit) (Olugbenga Olatunji, Dar es salaam, 

Tanzania, 25 May 2018).   
176 This is according to the latest extension date for LDCs: see Extension of the Transition Period under Article 

66.1 of the TRIPS Agreement for Least Developed Country Members for certain Obligations with respect to 

Pharmaceutical Products, Decision of 6 November 2015 (Decision of 6 November 2015) (IP/C/73). 
177 Interview: Business Registrations and Licensing Agency (IP Unit) (n 175). 
178 Ibid. 
179 Ibid.  
180 See Decision of 6 November 2015 (n 176). 
181 Ibid. 
182 Interview: Intellectual Property Office (Olugbenga Olatunji, Kigali, Rwanda, 21 May 2018). 
183 Ibid. 
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proposed amendments would adequately inculcate flexibilities to avoid any negative 

implication for access to medicines.184  

The views expressed by the interviewees from the Tanzania and Rwanda patent offices further 

validate the earlier submission made in this thesis that external factors often influence IP laws 

and policies in LMICs.185 Take, for instance, the reason adduced in both partner states for 

abandoning or intending to abandon the pharmaceutical exemption—to encourage investment 

in the pharmaceutical sector. This is an indication that LDCs like Tanzania and Rwanda have 

continued to hold on to the doubtful anecdotal evidence that higher IP protection is an end in 

itself, ignoring findings that higher IP protection alone is not sufficient as a facilitator of foreign 

direct investment or technology transfer.186       

In the final analysis, two broad conclusions may be drawn from the foregoing evaluation: (1) 

even though partner states have incorporated most of the TRIPS flexibilities, the approach they 

adopt differs significantly from one partner state to another; and (2) even beyond incorporation 

of these flexibilities into national laws, actual use among the expected beneficiaries has been 

negligible and, in some cases, inexistent. Changing the current tides will therefore require that: 

pharmaceutical firms be sensitised on the TRIPS flexibilities, particularly on when and how 

they can be used; the EAC governments adopt a framework for using TRIPS article 31bis 

regime for pool-procurement; and patent offices in Rwanda and Tanzania be enlightened on 

the importance of holding on to the TRIPS flexibilities to which they are entitled. 

5.3.3 Incentive packages and policy coherence 

One pillar which did not receive much attention under the original EAC PMP was the second 

pillar—facilitation of increased investment in pharmaceutical production. 187  As part of a 

rejuvenating effort, the revised EAC PMP introduces two priority actions, namely, ‘create an 

EAC model for national incentive packages’ and ‘policy coherence’.188 These new additions 

are discussed below with a view to understanding how they can constitute pull mechanisms for 

achieving the overall goal of the EAC PMP. 

 
184 Ibid.  
185 See chapter two, section 2.4.3. 
186 See generally: Lee G Branstetter, ‘Do Stronger Patents Induce More Local Innovation?’ (2004) 7(2) Journal 

of International Economic Law 359; Carlos M Correa, Intellectual Property Rights, the WTO and Developing 

Countries: The TRIPS Agreement and Policy Options (Zed Books, 2000). 
187 EAC PMP (n 1) 28–31.  
188 Ibid 36. 
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5.3.3.1 Incentive packages 

Incentive packages refer to a body of protective measures put in place by the governments to 

stimulate investment in selected sectors and to protect infant firms against foreign 

competition.189 Although, the original EAC PMP did not designate ‘incentive packages’ as one 

of its priority actions, the use of protectionism in favour of local pharmaceutical firms is not 

novel in the region.190 What the newly introduced approach intends to achieve is a uniform 

EAC model on incentive packages which will apply equally to pharmaceutical firms across 

partner states.191 At the moment, each partner state administers varying incentive packages 

encompassing preferential pricing and tax/custom duties removal or reduction for 

manufacturing inputs.192  

Table 5.1 below summarises the applicable incentive packages in each of the partner states.193 

A quick glance at this table presents a picture of homogeneity in the percentage of preferential 

pricing available to local firms—except in Rwanda. However, it was gathered from 

interviewing stakeholders that the price concession which firms eventually received varied 

from one partner state to another and was definitely not up to the 15 percent quoted in Table 

5.1 below. 194  For instance, selected interviewees from Kenya pointed out that, because 

importing firms with 51 percent Kenyan shareholding also received 10 per cent price 

concession for imported drugs, the actual price concession that eventually went to local 

pharmaceutical firms was five percent.195In Uganda, interviewees explained that, in the final 

analysis, the concession applicable to firms was dependent on other fees which might be 

imposed on pharmaceutical firms by the government: for instance, local firms were required to 

pay two percent verification fees while firms categorised as ‘foreign’ must pay 12 percent.196 

One disturbing reality with the position in Uganda is that pharmaceutical firms situated in 

Kenya, Tanzania or Burundi are treated as foreign importing firms in Uganda (the same 

practice applies in other partner states).197 This means that eventually, out of the 15 percent 

 
189 See generally Marc J Melitz, ‘When and How Should Infant Industries be Protected?’ (2005) 66 Journal of 

International Economics 177. 
190 Ibid 24.  
191 Ibid 36.  
192 Ibid 24. 
193 Ibid. 
194  Interviews: Cipla Quality Chemical Industries Ltd (n 147); Kampala Pharmaceutical Industries (n 132); 

ZENUFA Laboratories (n 135); Mansoor Daya Pharmaceutical Ltd (n 132); Universal Corporation Ltd (n 129); 

Cosmos Pharmaceuticals Ltd (n 129). 
195 Interviews: Universal Corporation Ltd (n 129); Cosmos Pharmaceuticals Ltd (n 129). 
196 Interviews: Cipla Quality Chemical Industries Ltd (n 147); Kampala Pharmaceutical Industries (n 132). 
197 Ibid.  
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preferential pricing available to pharmaceutical firms in Uganda, firms categorised as foreign 

will only receive three percent, while local firms will receive 13 percent.198 

Partner states Preferential pricing Tax & custom concession 

Kenya • 15 percent for locally produced drugs • Imported raw & packaging materials 

exempted from customs & taxes 

• But VAT is levied on locally procured 

products  

Uganda • 15 percent for locally produced drugs • Raw & packaging materials exempted 

from customs 

• VAT is reimbursable for all goods 

related to pharmaceutical 

manufacturing 

• But machine & spare parts are subject 

to 6 percent custom duty 

Tanzania • 15 percent for locally produced drugs • Relevant inputs exempted from 

customs 

• VAT can be reimbursed up to 8 months 

later 

Rwanda • 10 percent for all locally produced products, 

including medicines 

• Raw materials & equipment exempted 

from VAT 

Burundi • 15 percent for locally produced drugs, 

provided local firm is made up of 50 percent 

Burundian ownership 

• Relevant inputs like raw materials & 

equipment are exempted from customs 

& taxes 

Table 5.1: Incentive packages in the EAC partner states *Adapted from the EAC PMP 

The situation is not different in Tanzania. According to the representatives of the two 

pharmaceutical firms interviewed, the final percentage of preferential pricing which reached 

local pharmaceutical firms after deducting clearing costs was around 6.5 percent. 199  No 

information was available about the state of preferential pricing in Rwanda because the country 

had no pharmaceutical firm at the time interviews were conducted. Similarly, while interviews 

were not conducted in Burundi because of politics-induced volatility, it is difficult to see how 

limiting incentives to firms with 50 percent Burundian ownership aligns with the core focus of 

the second pillar of the EAC PMP, which seeks to facilitate increased investment in 

pharmaceutical production. 200  This is particularly so in view of the definition of local 

production under the EAC PMP as ‘manufacture of pharmaceuticals … physically occurring 

and/or located in any of the East African Community Partner States.’201   

The above conflicting national approaches seem to have spurred the current recommendation 

under the second pillar of the EAC PMP. Applying a uniform incentive package in all  partner 

states makes it possible for pharmaceutical firms within the region to be treated equally, 

 
198 Ibid.  
199 ZENUFA Laboratories (n 135); Mansoor Daya Pharmaceutical Ltd (n 132). 
200 EAC PMP (n 1) 36. 
201 Ibid 12. 
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regardless of where manufacturing plants are located—Uganda, Kenya, Tanzania, Rwanda or 

Burundi (including South Sudan). In response to this recommendation, the Federation of East 

African Pharmaceutical Manufacturers submitted a proposal putting forward the following 

incentives as what should be regionally adopted.      

• Preferential pricing of 20 percent for pharmaceutical firms located in the EAC; 

• Zero taxation on all raw materials (including packaging) & pharmaceutical 

manufacturing-related equipment (including their spare parts) acquired by local 

manufacturers; and 

• Import classification into drugs allowed for importation without tax; drugs allowed for 

importation after tax; and drugs banned from importation.202 

Having explained the current status of incentive packages in the region, it is crucial to consider 

how the deployment of incentive packages may impact overall access to pharmaceutical 

products in the region. Generally, economists regard protective measures which favour local 

industries as distortive of competition because of the undesirable consequence of indirectly 

imposing extra cost on the consumers.203 Thus, in an attempt to protect local pharmaceutical 

firms, far cheaper drugs may be barred from entering the region.  

This potential implication may be exemplified using the hypothetical scenario in Box 5.1 below. 

 

 

 

 

 

 

Box 5.1: How protective measures may affect access to medicines   

 
202  See the following documents submitted by the Federation to the Secretary General of the EAC: ‘Local 

Pharmaceutical Production: The EAC Pharma Policy Incentive Package’ (FEAPM Position Paper); ‘Feasibility 

of Implementing Industrial Policies to Support Local Pharmaceutical Manufacturing in East Africa’ (FEAPM 

Policy Background Paper 1). 
203 See UNCTAD, ‘Local Production of Pharmaceuticals and Related Technology Transfer’ (n 27) 70; Mackintosh 

et al, Local Production of Pharmaceuticals in Africa (n 55) 18; Bate (n 19) 8; Sanjaya Lall, ‘Appropriate 

Pharmaceutical Policies in Developing Countries’ (1985) 6(4) Managerial and Decision Economics 226, 228.  

Malarone® is a popular malaria drug in Kenya, which can either be imported or procured 

from local manufacturers. After a tender process, the emerging cheapest unit cost for a pack 

of Malarone® is $2 if imported from India. However, because of preferential pricing and the 

need to support infant domestic pharmaceutical firms, Kenya’s procurement agency is 

willing to procure Malarone® locally if a local firm can supply at not more than 15 percent 

of the quoted import price, bringing the unit price to $2.30. Assuming Kenya’s budget for 

malaria drugs is $50,000, the country will procure 25,000 packs of Malarone® if imported 

from India; whereas, if procured locally, the quantity will reduce to less than 22,000 packs, 

no thanks to preferential pricing. 
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The above example illustrates how protectionism may translate to less access to urgently 

needed pharmaceutical products in the EAC. Nevertheless, incentive packages or protective 

measures remain a great tool for shielding infant industries from competition and for guiding 

deserving ones to gradual efficiency. However, because of its inevitable effect on competition, 

not only must incentive packages be sparingly used, but also it must be methodically used. It 

is this methodical application that seems to be missing in the proposed EAC model of incentive 

packages under which any firm can apply for incentives.    

Going forward, it is suggested that the application of incentive packages should be subject to 

well-defined conditionalities. For instance, governments may consider the following 

suggestive factors in deciding whether a firm should benefit from incentive packages: 

production capacity, the relevance of a firm’s production portfolio to the conditions of the EAC 

population, market reach within the region and beyond, GMP certification within and outside 

the region, WHO-prequalification status, and the overall productivity of a firm. More 

importantly, the use of incentive packages must be limited to assisting deserving firms to 

become competitive against foreign counterparts. This being the case, it is important that any 

model of incentive packages being developed in the region should include an exit plan for firms 

which have attained the expected competitive capacity. One can reasonably assume that firms 

which are able to comply with these conditionalities will be better positioned to favourably 

compete against imported drugs and force price reduction in the long run. Since local firms 

must now attain certain production capacity before they can benefit from the regional incentive 

packages, the proposed approach may also compel more local firms to aspire for more 

efficiency in an attempt to qualify for the regional incentives.  

Ethiopia provides a remarkable African example of a methodical use of incentives. Though 

outside the officially defined EAC region, the EAC can learn from how the Ethiopian 

government has used incentives to improve local manufacturing capacity in a niche 

pharmaceutical product. In Ethiopia, the Sino-Ethiop Associate (Africa) Private Company 

(SEAA) benefits from Ethiopian government preferential supports because of its carefully 

selected niche product.204 SEAA, a collaboration of Ethiopian and Chinese pharmaceutical 

firms, identifies the market gap for the production of empty hard gelatine capsules (EHGC) in 

Africa.205 Prior to this collaboration, Chinese firms directly shipped EHGC to Ethiopia and 

 
204 This is one of the case studies used by UNCTAD: see UNCTAD, ‘Local Production of Pharmaceuticals and 

Related Technology Transfer’ (n 27) 141. 
205 Ibid. 
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other parts of Africa for distribution.206 However, some logistical problems arose, including  

high transportation cost, delay occasioned by long distance, and reduced efficiency of the 

products caused by unfavourable weather condition during transit.207 These problems birthed 

the idea of collaboration between the Chinese and Ethiopian firms, and eventually, led to the 

formation of the SEAA.208 With Chinese collaboration and initial government support,  F

209 

EHGCs are now manufactured from Ethiopia and distributed across the continent to the extent 

that SEAA now have more orders than it can meet.210  

As the Ethiopian example demonstrates, a systematic use of incentive packages, as opposed to 

the current approach, is more likely to stimulate pharmaceutical production in line with the 

goal of the EAC PMP. On the newly proposed EAC model on incentive packages, interviews 

with the relevant stakeholders showed that this priority action is yet to be implemented.211 

5.3.3.2 Policy coherence 

The second pillar—promoting investment in pharmaceutical production—also rightly flags 

policy coherence as indispensable to achieving sustainable pharmaceutical production in the 

region.212 This priority action seems to have been introduced in recognition of the negative 

effect that a dissonant approach to implementation of related policy initiatives had on the 

original EAC PMP. Policy coherence has been defined as ‘a process where governments make 

efforts to design policies that take account of interests of other policy communities, minimize 

conflicts, maximize synergies and avoid unintended incoherence.’213 Applying this definition 

to EAC, it connotes that the different policies referred to in the EAC PMP (relating to the 

TRIPS flexibilities, medicines registration and regulation, incentive packages and anti-

counterfeiting) must be coherently implemented both at the national and regional levels. In 

other words, not only does the concept of policy coherence require that all partner states 

 
206 Ibid.  
207 Ibid 142. 
208 Ibid. 
209 Government supports included making land available for building the manufacturing plant at a very low rent 

and flexible terms: ibid 141. 
210 See Tsige Gebre-Mariam, Kedir Tahir and Solomon Gebre-Amanuel, ‘Bringing Industrial and Health Policies 

Closer: Reviving Pharmaceutical Production in Ethiopia’ in Mackintosh et al (ed), Making Medicines in Africa (n 

57) 74.  
211 Interviews: Universal Corporation Ltd (n 129); Cosmos Pharmaceutical Ltd (n 129); Kampala Pharmaceutical 

Industries (n 132); Cipla Quality Chemical Industries Ltd (n 147); Mansoor Daya Pharmaceutical Ltd (n 132); 

ZENUFA Laboratories (n 135). 
212 EAC PMP (n 1) 36.  
213 Organisation for Economic Cooperation and Development, Policy Coherence for Development: Promoting 

Institutional Good Practice (OECD Publishing, 2005) 21.  
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implement the individual regional policy in the manner recommended by the EAC, but also 

that at national level, partner states must not enact laws or policies capable of contradicting or 

jeopardising the purport of the regional initiative—the so-called internal and external 

coherences.214 Figure 5.4 below illustrates how the various EAC policies rolled out to achieve 

a viable pharmaceutical production capacity across the region ought to be coherently 

implemented.  

 

Figure 5.4: Coherence in the implementation of the EAC PMP and related policies 

With Figure 5.4 providing an ideal picture of what a coherent approach to implementation 

should look like, can the EAC partner states be said to have implemented the EAC PMP and 

other related policies coherently in practice? A bird’s-eye view of earlier discussions of these 

policies in different chapters and sections of this thesis indicates that a coherent approach to 

implementation is far from being attained.215 One policy area where incoherence clearly plays 

out is the EAC Policy (and Protocol) on TRIPS flexibilities already discussed in chapters three 

and four. For instance, while the national responses to the EAC recommendations on the 

construction of patentability criteria, parallel importation and disclosure requirements could be 

cited as few instances of a coherent approach to national implementation, partner states have 

taken a conflicting approach to implementing a vast majority of the EAC recommendations on 

 
214 See David P Fidler, ‘Calibrating the Wealth and Health of Nations: Trade, Heath, and Foreign Policy after the 

WTO’s First Decade’ (2006) 1 Asian Journal of WTO and International Health Law and Policy 53, 66.  
215 See generally chapter three, section 3.3; chapter four, section 4.2; chapter five, section 5.3. 
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other TRIPS obligations: research exception, Bolar exception, transition period and test data 

are used as examples in Figure 5.5 below to drive home this point.216 

 

 

 

 

 

 

 

Figure 5.5: Instances of incoherence in the implementation of TRIPS flexibilities 

Figure 5.5 above is made up of diagrams numbered one to four. Each diagram symbolises a 

TRIPS obligation and, using different colours (green, red and brown), indicates the partner 

states which implement the EAC recommendations (colour green); the partner states which fail 

to implement these recommendations (colour red); and the partner states which implement 

more than the EAC recommendations (colour brown). As stated above, the selected TRIPS 

obligations are (1) commercial research exception; (2) Bolar exception; (3) transition period 

(3); and (4) test data protection. Diagram (1) refers to the EAC recommendation that partner 

states should exempt commercial research under their research exception.217 As can be seen 

from this diagram, however, not all partner states implement the recommendation: Tanzania-

Zanzibar and Uganda implement the recommendation (the green box), while Kenya, Tanzania-

Mainland, Uganda and Rwanda do not (the red box).  

Diagram (2) represents the responses of the partner states to the EAC recommendation that 

they must broadly provide for the Bolar exception.218 Again, the incoherence is ostensible as 

only Tanzania-Zanzibar, Rwanda, Burundi and Uganda accept the recommendation (the green 

box), leaving Tanzania-Mainland and Kenya non-compliant (the red box). 219  The EAC 

recommendation on the transition period (only applies to LDC partner states) is the focus of 

diagram (3) and it also suffers from incoherent national responses. LDC partner states have 

 
216 See chapter four, section 4.2. 
217 Ibid. 
218 Ibid. 
219 Ibid. 
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been advised to use this flexibility to exempt patent protection for pharmaceuticals.220 An 

examination of the national responses in chapter four, however, showed that only four LDC 

partner states (Uganda, Rwanda, Tanzania-Zanzibar and Burundi) accept the recommendation 

(the green box), leaving Tanzania-Mainland as the outlier (the red box).221 Lastly, the EAC 

policy suggests that all partner states should adopt a misappropriation regime for test data.222 

However, diagram (4) again presents a picture of incoherent national responses: some partner 

states (Tanzania-Zanzibar, Burundi and Uganda) adopt the recommended regime (the green 

box), some (Kenya, Tanzania-Mainland and Rwanda) do not (the red box), while some 

(Tanzania-Zanzibar and Burundi) enact more than the EAC recommendation (these partner 

states combine both misappropriation and data exclusivity regimes) (the brown box). These 

diagrams, therefore, demonstrate how the national responses to the EAC recommendations on 

the TRIPS flexibilities are riddled with incoherence.223     

Furthermore, going by the earlier discussion of the EAC MRH initiative, actual implementation 

among partner states is far from being coherent, resulting in a regional drug regulatory system 

only subscribed to by Uganda, Kenya and Tanzania, and with no binding effect even on the 

NMRAs of the subscribing partner states.224 The recommendation to develop GMP roadmap 

has also only been implemented by Kenya, while both Burundi and Rwanda are still without 

autonomous NMRAs required to achieve mutual recognition in drug regulation.225 Incentive 

packages provide an additional proof that policy incoherence is the main bane of a successful 

implementation of the EAC PMP. As earlier analysis discloses, even though all partner states 

stipulate 15 percent as preferential pricing in favour of local manufacturers, what 

manufacturers finally receive varies from one partner state to another.226  

Added to the foregoing examples of national incoherence is a case of regional incoherence 

exemplified in two regional policies: the EAC Policy on TRIPS Flexibilities and the EAC 

 
220 Ibid.  
221 Ibid. 
222 Ibid.  
223 Kenya’s ongoing efforts to conclude an FTA with the US is further testimony of incoherence between regional 

legal/policy obligations and national actions on the use of TRIPS flexibilities. In this case, even though Kenya 

has acceded to a moral obligation to incorporate in its national laws and use TRIPS flexibilities in accordance 

with the regional policy on TRIPS flexibilities, it nonetheless commenced in July 2020 negotiation for a TRIPS-

plus FTA with the US. The fact that Kenya is undertaking this process alone, to the exclusion of other partner 

states, is equally a mockery of the collectivism spirit which underpins the EAC Treaty: see generally East African 

Community Treaty signed 30 November 1999 (entered into force 7 July 2000); ‘The Proposed Kenya-USA Free 

Trade Agreement’, <https://agoa.info/bilaterals/kenyausa.html>.    
224 See section 5.3.1 above. 
225 Ibid.  
226 See subsection 5.3.3 above. 



198 

 

Policy on Anti-Counterfeiting.227 Under the former, the region advocates for an optimal use of 

TRIPS flexibilities to achieve improved pharmaceutical production capacity. 228  The latter 

policy, however, seems to pursue a conflicting agenda by proposing a TRIPS-plus enforcement 

approach as the solution to the challenges associated with falsified and substandard medical 

products.229 As chapter six argues, this approach is not only hugely expensive to implement, it 

is also ineffective in preventing the importation of falsified and substandard medical products 

because, while falsification may raise the issue of IP enforcement, using this approach does not 

address the more important challenge of substandard medical products which may sometimes 

carry genuine trade marks.230    

In the final analysis, since incoherent approaches to implementing all the above policies will 

undoubtedly slow down the overall implementation of the revised EAC PMP, it is imperative 

for partner states to muster the political will required to achieve a coherent implementation of 

the various regional policies, such as policies on TRIPS flexibilities, drug regulation, incentive 

packages, and anti-counterfeiting measures. 

5.3.4 Boosting innovation and R&D 

The revised EAC PMP signposts the need to systematically enhance innovation and R&D 

capacity as another important step required to make pharmaceutical production a viable 

aspiration in the region.231 As can be gleaned from a combination of the first, fourth, fifth and 

sixth pillars, this is to be achieved through investments in a regional strategy for appropriate 

skills mix, promoting industry-academia linkages, harmonised curricula for pharmacists, 

embracing north-south and south-south linkages, and facilitating technology transfer to the 

region.232 In underscoring scientific and technical education, the EAC seems to be taking a cue 

from countries like India, which now boasts of significantly enhanced R&D capacity, thanks 

to early investment in Science, Technology, Engineering and Mathematics.233 The following 

level of implementation is observable across R&D coordination, south-south cooperation, and 

technology transfer. 

 
227 See EAC Policy on TRIPS Flexibilities (n 6); EAC Policy on Anti-Counterfeiting, Anti-Piracy and other IPR 

Violations (EAC Policy on Anti-Counterfeiting) (EAC Secretariat) 2009. 
228 EAC Policy on TRIPS Flexibilities (n 6). 
229 EAC Policy on Anti-Counterfeiting (n 227). 
230 See chapter six, sections 6.3, 6.4, 6.5 and 6.6. 
231 EAC PMP (n 1) 36. 
232 Ibid. 
233 Hiroko Yamane, Interpreting TRIPS: Globalisation Of Intellectual Property Rights And Access To Medicines 

(Hart Publishing, 2011) 350. 
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On R&D coordination, the region set up the East African Health Research Commission in 2015 

to coordinate general R&D efforts—including pharmaceutical R&D. 234  Following the 

establishment of this Commission, the Deutsche Gesellschaft für Internationale 

Zusammenarbeit assisted the region to set up a formulation development laboratory at the 

Muhimbili School of Pharmacy and a GMP-compliant production facility at the Kilimanjaro 

School of Pharmacy, both in Tanzania.235 However, these facilities have not received optimal 

patronage from intended beneficiaries (pharmaceutical manufacturers), a development likely 

attributable to the prevailing business model in the region—generic- as opposed to R&D-

centric manufacturing.236 Relatedly, the German Development Cooperation established a well-

equipped industrial pharmacy training unit at St Luke’s School of Pharmacy in Moshi, 

Tanzania.237 Since its establishment, this facility has continuously supported the training of 

several regulatory staff across the region.238   

South-south cooperation and technology transfer have also received some attention as 

evidenced by the existence of collaboration between pharmaceutical firms from other LMICs 

and pharmaceutical firms in the EAC.239 Worthy of note is the fact that most of the identified 

south-south cooperation come with some forms of technology transfer, with the transferred 

technologies taking one of two forms—non-commercial/philanthropic or commercially-driven 

technology transfer.240 One of the leading examples is the cooperation between a German non-

governmental organisation, Action Medeor, and the government of Tanzania.241 Under this 

arrangement, Action Medeor oversaw a project for the development of fixed-dose combination 

formulation for the treatment of HIV/AIDS in Tanzania.242 Apart from the fact that local 

experts participated in the formulation process, Action Medeor also agreed that the technology 

 
234 EAC PMP (n 1) 31. 
235 See Suerie Moon, ‘Pharmaceutical Production and Related Technology Transfer’ (World Health Organisation, 

2011) 29. 
236 EAC PMP (n 1) 31. 
237 See Maureen Mackintosh, Geoffrey Banda and Jires Tunguhole, Local Production of Pharmaceuticals and 

Health System Strengthening in Africa: An Evidence Brief (Federal Ministry for Economic Cooperation and 

Development, 2017) 26.  
238 Ibid.  
239 See generally EAC PMP (n 1); Moon (n 235); Mackintosh et al, Making Medicines in Africa (n 57); Berger et 

al (n 16).  
240  Ibid; see also International Federation of Pharmaceutical Manufacturers and Association, ‘Technology 

Transfer: A Collaborative Approach to Improve Global Health’ (IFPMA, 2011) 4. 
241 Moon (n 235) 29. 
242 This project was located at Muhimbili University of Health and Allied Sciences, Tanzania: ibid.  
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used in the development of this drug be freely transferred to any interested local pharmaceutical 

firm.243 

Another remarkable example of a south-south collaboration and philanthropic technology 

transfer is the case of ZENUFA and the Drug for Neglected Diseases Initiative (DNDi) under 

which DNDi provided financial and technical support to ZENUFA.244 Under this arrangement, 

DNDi would guide ZENUFA through capacity upgrade and production of a fixed dose 

artesunate/amodiaquine combination tablet (malaria drug) for the benefit of the region.245 

Uganda offers an example of south-south cooperation that relies on commercial technology 

transfer: Quality Chemical of Uganda collaborated with Cipla of India to form Cipla Quality 

Chemical Industries Limited. 246  According to the representatives of the firm, necessary 

technologies were transferred to Cipla Quality Chemical Uganda based on the terms of 

voluntary agreements between the Ugandan firm and the parent firm in India. 247  Other 

examples of south-south cooperation across the region include Strides (India) and Universal 

Corporation (Kenya); 248  Aspen’s (South Africa) presence in Kenya through Beta 

Pharmaceuticals249 and in Tanzania through Shelys Pharmaceuticals.250   

The foregoing discussion shows that south-south cooperation is instrumental to achieving the 

goal of the EAC PMP. This submission is based on the fact that a number of EAC 

pharmaceutical firms involved in these cooperation have witnessed improved capacity and now 

have access to technologies which would have been otherwise unavailable in the region. This 

positive development notwithstanding, it is observed that the bulk of the technology transferred 

to the region were limited to unsophisticated areas such as basic formulations, packaging, GMP 

training and documentation supports—this implies that technologies relating to active 

pharmaceutical ingredients were not transferred. 251  Some scholars have identified lack of 

absorptive capacity as the reason why only basic technologies had so far been transferred to 

 
243 Ibid.  
244  See Paula Tibandebage et al, ‘Pharmaceutical Manufacturing Decline in Tanzania: How Possible is a 

Turnaround to Growth?’ in Mackintosh et al (eds), Making Medicines in Africa (n 57) 58. 
245 Ibid.  
246 See <https://www.ciplaqcil.co.ug/our-history/>. 
247 Interview: Cipla Quality Chemical Industries Ltd (n 147). 
248 See <http://ucl.co.ke/partners/>. 
249 See <https://www.betacare.co.ke/>. 
250 See <http://www.shelysafrica.com/>; see generally Mackintosh, Banda and Tunguhole (n 237); Dennis C 

Liotta et al, ‘North-South Collaborations to Promote Innovation in Africa’ (2018) 67 Emory Law Journal 619; 

Bate (n 19); Mackintosh et al, Making Medicines in Africa (n 57). 
251 See for instance Moses Mulumba and Rangarirai Machemedze, ‘Addressing Bottlenecks to Local Production 

of Medicines: Issues for International Co-operation in East and Southern Africa’ (2015) 1(3) Journal of Health 

Diplomacy 1.  
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the region. F

252 This makes it imperative for the region to intensify efforts toward implementing 

the various priority actions intended to improve innovation and R&D capacity across the region. 

5.4 CONCLUSION 

Following the EAC’s decision to embrace pharmaceutical production as a regional pathway to 

solving the prevailing access to medicines conundrum, this chapter examined and analysed the 

EAC PMP, a policy document which provides a roadmap on how this end may be achieved. 

As already explained, achieving the overall goal requires a strategic implementation of 

different priority actions outlined under a six-pillars framework. A critical analysis of this 

framework—undertaken in this chapter under four carefully selected themes—revealed that, 

altogether, the EAC PMP is a theoretically sound and effective policy document. An 

assessment of the extent of implementation under each pillar, however, presents a mixed 

picture. For instance, while the implementation of the ‘harmonisation of drug regulation’ aspect 

of the EAC PMP yielded the EAC joint assessment effort, the ultimate goal of the policy, 

namely, the establishment of a national and regional legal frameworks for rolling out a mutual 

recognition regime remains far-fetched.  

Similarly, beyond the national enactment of some of TRIPS obligations by some partner states, 

evidence from stakeholders disclosed substantial lack of awareness among the representatives 

of pharmaceutical firms who ordinarily ought to deploy these obligations to improve 

manufacturing capacity. The finding is not different, even at the governmental level where 

governments of partner states could not muster the political will required to invoke TRIPS 

article 31bis as a pooled-procurement tool. This is in spite of the acknowledgment by all the 

interviewees that this approach could result in a significant reduction in prices of medical 

products and improve access of the EAC populations to needed medical products.  

Furthermore, this chapter found that the newly introduced priority actions, namely, incentive 

packages and policy coherence, are yet to receive adequate attention, while the technical 

education and training that should serve as a springboard to improved innovation and R&D 

capacity have only received nominal attention (and only from external quarters—Germany). 

South-south cooperation and technology transfer have, however, received commendable 

attention, even though the chapter also discovered that the chunk of the technologies transferred 

to the region were basic in nature. There is, therefore, a need to increase absorptive capacity 

 
252 See Berger et al (n 16) 30; Mulumba and Machemedze (n 251). 
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for sophisticated technology transfer, which, in turn, will require adequate regional investment 

in technical education.  

Considering that funding has been repeatedly identified as one major reason why the original 

EAC PMP was not adequately implemented, the EAC partner states must make more financial 

commitment towards the implementation of their policies. Failure to do this is likely to stall 

the implementation of the EAC PMP (and other regional policies) should the current donor-

funds model fail.1142F

253 This will also affect the viability of pharmaceutical production in the 

region. In the next chapter, the thesis considers how the EAC, a self-professed financially 

incapacitated region, is able to fund a TRIPS-plus anti-counterfeiting regime. More importantly, 

the potential effects which such a conflicting regime may have on the viability of a local 

production policy and access to generic medicines are also examined.

 
253 Financial supports have come from UNIDO, WHO, DNDi, the World Bank, GIZ (Germany), and Physikalisch-

Technische Bundesanstalt (PTB – Germany’s National Metrology Institute): see Mackintosh, Banda and 

Tunguhole (n 237) 17. 
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Chapter 6:  Increased Support for a TRIPS-Plus Anti-Counterfeiting 

Regime in the East African Community: Implications for the Regional 

Aspiration to Self-sufficiency in Pharmaceutical Production 

6.1 INTRODUCTION 

In earlier chapters, the thesis explored different facets of the Agreement for the Trade-Related 

Aspect of Intellectual Property RightsF

1 (hereafter TRIPS), including: its origin and how it may 

impact access to medicines decisions in the East African Community (EAC) (chapter two); the 

EAC recommendations on implementing the TRIPS flexibilities at the national level (chapter 

three); and the national responses to the EAC recommendations (chapter four). More 

importantly, in chapter five, the thesis evaluated the EAC Pharmaceutical Manufacturing Plan 

of Action (EAC PMP), the leading policy document which provides a roadmap on how 

pharmaceutical production capacity within the region may be enhanced.2 Chapter five analysed 

the various policy statements in the EAC PMP and measured the extent to which they have 

been (or are being) implemented. Hence, these earlier chapters focused on two EAC policies 

which together advocate for an optimal use of TRIPS flexibilities for enhancing pharmaceutical 

production capacity and improving access to affordable medical products in the region.3 The 

present chapter intends to consider another regional policy which may have implications for 

the other policies earlier considered in this thesis.          

Recently, there has been an increasing support for anti-counterfeiting measures both across the 

EAC partner states and at the regional level. First, Tanzania and Kenya enacted anti-

counterfeiting laws in 2008; followed by the EAC Secretariat’s adoption of a policy and a draft 

legislation on anti-counterfeiting in 2009–2010, proposing a regional approach to addressing 

the vexed issue of falsified and substandard (so-called counterfeit) products.4 In 2010 and 2015, 

Uganda made failed attempts to enact its own anti-counterfeiting law, a failure that was 

attributable to strong oppositions from public health non-governmental stakeholders in that 

 
1 Marrakesh Agreement Establishing the World Trade Organisation, opened for signature 15 April 1994, 1869 

UNTS 299 (entered into force 1 January 1995) annex 1C (Agreement on Trade-Related Aspects of Intellectual 

Property Rights). 
2  See East African Community Regional Pharmaceutical Manufacturing Plan of Action 2017–2027 (EAC 

Secretariat) 2017. 
3 Ibid; see also the East African Community Regional Intellectual Property Policy on the Utilisation of Public 

Health-Related WTO-TRIPS Flexibilities and the Approximation of National Intellectual Property Legislation 

(EAC Policy on TRIPS Flexibilities) (EAC Secretariat) 2013; East African Community Health Protocol on Public 

Health Related WTO-TRIPS Flexibilities (EAC Protocol on TRIPS Flexibilities) (EAC Secretariat) 2013. 
4 See The Merchandise Marks Regulations made under section 18A The Merchandise Marks Act (Tanzania) Cap 

85 of 2008; Anti-Counterfeit Act (Kenya) No 13 of 2008; ‘EAC States Join Forces in War against Counterfeits’, 

Business Daily (online, 8 July 2009).  
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country.5 While there is generally nothing wrong in adopting an anti-counterfeiting regime, the 

prevalent approach in the EAC seeks to combat the circulation of falsified and substandard 

pharmaceutical products in the region through the enforcement of intellectual property (IP) 

rights. However, this approach, as discussion below will reveal, has been rightly flagged as 

inefficient for two reasons: (1) the grant of IP rights is not indicative of the quality of the 

products for which the grant is made; and (2) empowering customs authorities to enforce IP 

rights at the borders may inhibit access to affordable and quality pharmaceutical products.  

Given the ostensible contradiction between these two regimes (pharmaceutical production and 

anti-counterfeiting), this chapter examines the anatomy of the prevailing anti-counterfeiting 

approach in the EAC, with a view to ascertaining whether, and if so, how, this approach may 

be reconciled with an access to medicine regime promoted in other EAC policies discussed in 

earlier chapters.  

In the second section, an attempt is made to explain why counterfeiting measures should matter 

to the EAC, and whether the approach favoured by the EAC is an effective one. The main 

arguments in support of a TRIPS-plus enforcement measures often advocated under an anti-

counterfeiting regimes are appraised. In the third section, the controversial propositions of the 

EAC Policy on Anti-Counterfeiting and the EAC draft Bill on Anti-Counterfeiting are analysed. 

A similar approach is adopted in the fourth section, where the extant anti-counterfeiting 

measures in some of the partner states are evaluated. Because of the substantial similarities 

between the Kenyan Anti-Counterfeiting Act (Kenyan ACA) and the Tanzania Merchandise 

Marks Regulations (Tanzania MMR) and, more importantly, because Kenya has been more 

active in enforcing and amending the provisions of its anti-counterfeiting law, the Kenyan ACA 

is singled out for discussion as representative of the common anti-counterfeiting provisions 

among the partner states.  

The fifth section examines the potential effects of the EAC anti-counterfeiting regime on 

regional pharmaceutical production and access to affordable pharmaceutical products. In the 

sixth section, an attempt is made to reconcile the two regimes by querying whether the region 

and its partner states really need a separate anti-counterfeiting regime to meet their minimum 

enforcement obligations under TRIPS and, by extension, to resolve the problem of falsified 

 
5 See The Anti-Counterfeiting Bill (Uganda) 2010; The Anti-Counterfeiting Goods Bill (Uganda) Bill No 30 of 

2015; see also Hanibal Goitom, ‘Uganda: Government Proposes Bill to Prohibit Trading in Counterfeit Goods’, 

Library of Congress (online, 9 November 2010). 
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and substandard pharmaceuticals. The last section brings the chapter to an end by summarising 

its essential findings and recapitulating the proffered way forward. 

6.2 SHOULD THE EAC BE BOTHERED ABOUT COUNTERFEITING? 

While the harmful effects of counterfeit products are ubiquitous, the actual endemic nature of 

the menace has remained controversial and is blurred by commercial interests. In the 

pharmaceutical industry, for example, some data exists which, though contestable, supports the 

assertion that pharmaceutical products are particularly susceptible to counterfeiting. 6  This 

questionable data has been used repeatedly by multinational pharmaceutical corporations with 

substantial IP portfolios to argue for a strict anti-counterfeiting and, by implication, a TRIPS-

plus enforcement regime in countries where their businesses are domiciled.7 This approach is 

referred to as ‘TRIPS-plus’ because it requires that a country rigorously enforces IP rights 

beyond the minimum obligations stipulated under TRIPS.8 The EAC, as the discussion below 

will show, has equally invoked contentious and non-EAC-specific statistics in support of its 

preference for this approach.  

One challenge with most of the existing data upon which the pharmaceutical industry relies is 

a perceived lack of objectivity. Thus, not only have these statistics been criticised for being 

largely anecdotal,9 the fact that most of the studies which produced them were industry-funded 

has also been cited as raising questions about the neutrality of the processes from which they 

emerged.10 In their seminal work, for instance, Outterson and Smith use the metaphor of the 

‘house of mirrors effect’ to explain how some of these studies raise more questions than they 

provide answers.11 According to the duo, a ‘house of mirrors effect’ occurs when different 

organisations credit one another as the source of statistics being relied upon among the 

 
6 ‘Counterfeiting’ is used here in the general sense which covers both fake as well as IP-infringing products. 

Attempt is later made in this chapter to distinguish between IP and public health issues, with ‘counterfeit’ applying 

to the former, and ‘falsified’/‘substandard’ applying to the latter.  
7 On lack of data integrity, see generally: Kevin Outterson and Ryan Smith, ‘Counterfeit Drugs: The Good, The 

Bad and The Ugly’ (2006) 16(3) Albany Law Journal of Science and Technology 525, 526; Susan Sell, ‘The 

Global IP Upward Ratchet, Anti-Counterfeiting and Piracy Enforcement Efforts: The State of Play’ (Research 

Paper No 15, Washington College of Law, American University, January 2010); Daniel Chow, ‘Counterfeiting as 

an Externality Imposed by Multinational Companies on Developing Countries’ (2011) 51 Virginia Journal of 

International Law 785; Jennifer Brant with Rohit Malpani, ‘Eye on the Ball: Medicine Regulation—Not IP 

Enforcement—Can Best Deliver Quality Medicines’ (Briefing Paper No 143, Oxfam International, February 

2011). 
8 Some TRIPS-plus obligations had been briefly discussed in chapters two, three and four. 
9 Outterson and Smith (n 7) 527.   
10 Ibid; Chow (n 7); Sell (n 7); Brant with Malpani (n 7). 
11 Outterson and Smith (n 7) 528. 
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organisations, yet, the source of the original data cannot be traced to any of them.12 Given this 

lack of objective evidence regarding the actual endemic nature of counterfeiting, why then 

should any country adopt it, especially with the huge cost involved in its implementation?  

One possible response may be that the lack of objectivity only relates to the magnitude of the 

problem which counterfeiting certainly creates, and not to whether trade in counterfeit 

pharmaceutical products occurs or whether such may produce harmful effects. Framed in this 

manner, it becomes easy to find reliable evidence which documents both the occurrences and 

the damaging impacts of falsified and substandard pharmaceutical products on the world’s 

populations. These harmful impacts are more evident in low and middle income countries 

(LMICs) where effective drug regulation is the exception, rather than the norm.13 For instance, 

a recent study by the World Health Organisation (WHO) found that one in 10 medical products 

in LMICs is either falsified or substandard, and further that the bulk of these low or no quality 

medical products originated from Asian countries.14 This WHO study partially confirms an 

earlier study, which found that 35 percent of the world’s falsified and substandard medical 

products originated from India alone. 15  In addition to these studies, other authors have 

documented evidence of isolated instances where falsified and/or substandard medical products 

had maimed or killed innocent patients, for example, in Nigeria, Haiti, Niger, Brazil, and even 

in developed countries, such as the European Union countries and the United States.16  

At the EAC level, the risk of falsified and substandard medical products entering the region is 

high, first, because the region depends largely on importation to meet its pharmaceutical needs, 

and second, because the available drug regulatory capacity in the region, as earlier discussed, 

 
12 Outterson and Smith particularly cite some statistics on the endemic nature of counterfeiting for medical 

products in Africa or developing countries which are often being credited to the WHO. They, however, pointed 

to the fact that these statistics had been disclaimed by the WHO in the past, yet, other organisations, including the 

United States Food and Drug Administration and other EU-sponsored studies have continued to reference these 

statistics: Ibid 528-9.  
13 See chapter five, section 5.3.1 
14 See World Health Organisation, ‘A Study on the Public Health and Socioeconomic Impact of Substandard and 

Falsified Medical Products’ (WHO, Geneva 2017). 
15 China, Pakistan and Nigeria are other countries identified in the study: see Kristina M Lybecker, ‘Keeping it 

real: Anticounterfeiting Strategies in the Pharmaceutical Industry’ (2008) 29(5) Managerial and Decision 

Economics 389, 390. 
16 In Nigeria, cough syrup diluted with poisonous solvent killed 100 children; in Haiti, acetaminophen syrup made 

with glycerol which was contaminated with ethylene led to the death of many children; in Niger, vaccine meant 

for treating meningitis consisted primarily of saltwater; in Brazil, fake contraceptives resulted in unwanted 

pregnancies; and the internet has been used to introduce counterfeit medical products into the United States: see 

Amy M Bunker, ‘Deadly Dose: Counterfeit Pharmaceuticals, Intellectual Property and Human Health’ (2007) 

89(6) Journal of the Patent and Trademark Office Society 493, 503; Katherine Eban, Bottle of Lies: The Inside 

Story of the Generic Drug Boom (Ecco Printers, 2019). 



207 

 

is weak.17 Even for the purpose of regional pharmaceutical manufacturing, pharmaceutical 

firms in the region rely mainly on importation of active pharmaceutical ingredients and 

excipients from India and China (scarcely from Europe and North-America)18  since only a 

limited capacity exists for active pharmaceutical ingredients production in the whole 

continent.19 This amplifies the risk of pharmaceutical firms in the region being exposed to 

falsified and substandard raw materials for pharmaceutical production. This fear is well-

founded because, while India and China can sometimes be reliable sources for affordable bulk 

products, they have also been implicated in several cases of substandard or falsified active 

pharmaceutical ingredients especially in LMICs where effective drug regulatory systems are 

scarce.20  

These examples, and particularly the EAC pharmaceutical firms’ dependence on importation, 

indicate that the problem of counterfeiting is real, and deserves to be addressed one way or the 

other. This is regardless of the criticisms which trail the non-scientific nature of the data often 

quoted by the pharmaceutical industry to argue for an IP-centric anti-counterfeiting regime. 

Having acknowledged that there is a genuine need for the EAC to put measures in place for 

combatting the production or importation of falsified and substandard products in the region, 

will it be equally justified for the region to embrace a TRIPS-plus anti-counterfeiting approach 

often preferred by multinational pharmaceutical corporations?                             

While this question receives fuller attention later in this chapter, it suffices to state here that 

some EAC partner states hold the view that a TRIPS-plus anti-counterfeiting regime is an apt 

response.21 At the regional level, even though the EAC has not passed the law which will 

legalise this approach, it has already adopted a policy and drafted a Bill proposing the same 

 
17 See The EAC Policy on Anti-Counterfeiting, Anti-Piracy and other IPR Violations (EAC Secretariat) 2010 

(EAC Policy on Anti-Counterfeiting); chapter five, section 5.3.1. 
18 This is according to stakeholders interviewed by the researcher in 2018: see chapter one, section 1.6.3. 
19 Only South Africa and Ghana have limited Active pharmaceutical ingredient capacity in Africa, see Berger M 

et al, Strengthening Pharmaceutical Innovation in Africa: Designing Strategies for National Pharmaceutical 

Innovation: Choices for Decision Makers and Countries (Council on Health Research for Development 

(COHRED), New Partnership for Africa’s Development (NEPAD), 2009).  
20 For instance, in 2008, 81 people died from a life-threatening allergic reaction which they developed after taking 

heparin manufactured by a brand name company, Baxter. Later examination of the drug by the US FDA found 

that the adulteration was caused by substandard bulk products imported from Changzhou SPL in China. Similarly, 

as recent as 2013, 60 adults died in Pakistan from consuming cough syrup. WHO’s investigation revealed that the 

problem emanated from the active pharmaceutical ingredients which was imported from India: instead of 

dextromethorphan, the active ingredients contained levomethorphan which was far stronger than 

dextromethorphan and was responsible for killing the victims. The Earlier involvement of the WHO in Paraguay 

helped to avoid death as the authority was quickly warned and was able to recall the drugs before they could be 

released into the market: see generally Eban (n 16) 127; World Health Organisation, ‘WHO Global Surveillance 

and Monitoring System for Substandard and Falsified Medical Products (A Case in Point)’ (WHO, 2017).  
21 This is why Kenya enacts the ACA and Tanzania, the MMR. 
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TRIPS-plus approach.F

22  Like in other countries where this approach applies, 23  the EAC 

justifies this approach on the ground that it will not only accomplish the region’s enforcement 

obligations under TRIPS, but will also serve the purpose of quality control, since counterfeiters 

are known to target successful brands.24 The latter part of the EAC justification bares out the 

weakness of the approach for, as the hypothetical scenario in Box 6.1 shows, it is not every 

time that the use of this approach forestalls the importation of substandard products.  

 

 

 

 

 

 

Box 6.1: Shortcoming of a TRIPS-plus anti-counterfeiting regime 

Box 6.1 exemplifies how it is certain that a TRIPS-plus anti-counterfeiting regime will fulfill 

the objective of protecting IP rights, but not the important objective of quality control, the 

achievement of which can only be fortuitous. That a TRIPS-plus anti-counterfeiting approach 

cannot always foster quality control should be unsurprising, especially in view of the fact that 

the quality of the products in respect of which IP rights are required is never a prerequisite for 

the conferment of IP rights. Ho, in her critical analysis of competing patent perspectives, 

underscores this point vis-à-vis patent and trade mark rights, pointing out, for instance, that ‘[a] 

patent can be granted on a drug without any evidence that it is safe or effective since the patent 

standards do not require evaluation of such concepts.’25 In the same manner, she alludes to the 

 
22 The draft Bill has been before the East African Legislative Assembly since 2015 and there is currently no 

publicly available information on the fate of the bill: see the EAC Policy on Anti-Counterfeiting (n 17); EAC 

Competition (Amendment) Bill 2015. 
23 This approach is popular in the European Union, although an attempt to replicate the approach at a plurilateral 

level through the Anti-Counterfeiting Trade Agreement (ACTA) failed in 2012 as a result of its subsequent 

rejection by the European Parliament: see Council Regulation (EC) No 1383/2003 of 22 July 2003 (Reg No 

1383/2003). This was later repealed by the Regulation (EU) No 608/2013 of the European Parliament and of the 

Council of 12 June 2013 (Reg No 608/2013); see also the defunct Anti-Counterfeiting Trade Agreement signed in 

Tokyo in 2011. 
24 See the United Nations Conference on Trade and Development (UNCTAD), ‘TRIPS Flexibilities and Anti-

Counterfeit Legislation in Kenya and the East African Community: Implications for Generic Producers’ 

(UNCTAD-UNIDO Discussion Paper, United Nations, New York and Geneva 2016) 8. 
25 Cynthia M Ho, ‘Global Access to Medicine: The Influence of Competing Patent Perspectives’ (2011) 35 

Fordham International Law Journal 1, 13. 

Baraclude® is a registered trade mark belonging to Bristol-Myers Squibb (BMS) under 

which entecavir is marketed, a drug used in the treatment of hepatitis B. Assuming 

importer X imports fake entecavir using BMS’s trade mark Baraclude® without 

authorisation, this will raise issues of infringement of IP rights as well as safety and 

efficacy of the drug. In this scenario, a TRIPS-plus anti-counterfeiting approach (such 

as in-transit seizure under border measures) seems to work perfectly well by protecting 

BMS’s trade mark and precluding the importation of substandard or fake entecavir 

into the EAC. But what happens where the consignment of Baraclude® originates from 

BMS and has quality or safety and efficacy issues which originate from BMS’s 

manufacturing facility or production chain? In this latter scenario, once customs 

authorities confirm that BMS is the legitimate proprietor of Baraclude®, the 

consignment will enter the regional market, even though the drugs are substandard. 
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fact that the grant of trade mark rights ‘cannot guarantee safety or efficacy’ of the products on 

which such mark is used simply because these are phenomena not relevant to the grant of trade 

mark rights.26  

Furthermore, at the international level, the inconsequential usefulness of the above approach 

to precluding falsified and substandard pharmaceutical products from entering the chain of 

commerce has caused the WHO to pull out from the International Medical Products Anti-

Counterfeiting Taskforce (IMPACT)—an industry-sponsored initiative for combating the 

movement of counterfeit pharmaceutical products across international borders.27 The IMPACT 

regards pharmaceutical products as counterfeits if customs officers form the view that any or 

all of those products has/have breached IP rights. 28  This approach has been deservedly 

criticised, on the one hand, because it empowers customs authorities, which have little to no 

understanding of the technicalities involved in IP rights, to determine the question of 

infringement; and, on the other hand, because it suggests that all pharmaceutical products 

which breach IP rights are falsified and/or substandard.29 As already mentioned, the latter 

submission is not always true, and may lead to a situation where genuine generic 

pharmaceutical products are confiscated at the borders for an alleged breached of IP rights.  

The WHO, therefore, withdrew from participating in the activities of the IMPACT in order to 

focus on its primary objective of addressing public health concerns.30  

Secondly, the WHO has embarked on a conceptual overhaul to ensure that its activities in this 

area are primarily focused on public health concerns. Thus, the WHO moved away from using 

the overly broad concept of ‘counterfeit’, which emphasised the enforcement of IP rights 1

31to 

adopting the term ‘substandard/spurious/falsely-labelled/falsified/counterfeit’ (SSFFC) in 

 
26 Ibid.  
27 On the role of the IMPACT, see Daniel R Cahoy, ‘Addressing the North-South Divide in Pharmaceutical 

Counterfeiting’ (2007) 8(3) Wake Forest Intellectual Property Law Journal 407. 
28 Ibid 426–7.  
29 See, for instance, Xavier Seuba, ‘Border Measures Concerning Goods Allegedly Infringing Intellectual Property 

Rights: The Seizures of Generic Medicines in Transit’ (Working Paper, International Centre for Trade and 

Sustainable Development, 2009); Charles Clift, ‘Combating Counterfeit, Falsified and Substandard Medicines: 

Defining the Way Forward?’ (Briefing Paper, Chatham House, November 2010); Andrew Rens, ‘Collateral 

Damage: The Impact of ACTA and the Enforcement Agenda on the World’s Poorest People’ (2011) 26(3) 

American University International Law Review 783, 784; Henning Grosse Ruse-Khan, ‘A Trade Agreement 

Creating Barriers to International Trade: ACTA Border Measures and Goods in Transit’ (2011) 26(3) American 

University International Law Review 645, 670.   
30 See Jonathan Liberman, ‘Combating Counterfeit Medicines and Illicit Trade in Tobacco Products: Minefields 

in Global Health Governance’ (2012) 40(2) Journal of Law, Medicine and Ethics 326, 330. 
31 For the 1992 definition, see Charles Clift (n 29) 8. 
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2011.32 This too was soon abandoned for not clearly resolving the conflict between protection 

of IP rights and prevention or reduction of international trades in substandard pharmaceutical 

products. For instance, Isles, in criticising this definition, has pointed out that ‘while SSFFC 

medicines are substandard, not all substandard medicines are spurious, falsely labelled or 

counterfeit.’33 The WHO then adopted new concepts in 2017 (‘falsified’34 and ‘substandard’35) 

to clearly draw a distinction between the two conflicting objectives. These new terms are more 

acceptable as they successfully decouple the enforcement of IP rights from the protection of 

public health and safety.   

The conclusion from the foregoing discussion is that while the available evidence indicates that 

it is important to entrench measures in the EAC to combat falsified and substandard 

pharmaceutical products, the adoption of a TRIPS-plus anti-counterfeiting regime is not 

suitable for the region, for reasons that are later discussed in this chapter.36 

6.3 ATTEMPTS BY THE EAC TO ESTABLISH A TRIPS-PLUS ANTI-

COUNTERFEITING REGIME 

In 2009, the EAC released the Policy on Anti-Counterfeiting37 subsequently followed by a draft 

Anti-Counterfeiting Bill.38 Together, the two documents propose a binding framework for a 

TRIPS-plus anti-counterfeiting regime, which supposedly will curb the inflow of falsified and 

substandard pharmaceutical products into the region.39 Predictably, this capital-intensive and 

IP-centric proposal drew caustic criticisms from several stakeholders who argued rightly that 

the proposed regime would undo the moderate success so far recorded under the existing 

 
32 See Mike Isles, ‘What’s in a Word? Falsified/Counterfeit/Fake Medicines—The Definitions Debate’ (2017) 1(1) 

Medicine Access @ Point of Care e40, e43. 
33 Ibid.  
34 ‘Falsified’ refers to ‘medical products that deliberately/fraudulently misrepresent their identity, composition or 

source’ (Emphasis added): see the Seventieth World Health Assembly update of 29 May 2017 

<https://www.who.int/en/news-room/detail/29-05-2017-seventieth-world-health-assembly-update-29-may-

2017>. 
35 ‘Substandard’ refers to ‘authorized medical products that fail to meet either their quality standards or their 

specifications, or both’ (Emphasis added): ibid.  
36 See section 6.5 below. 
37 EAC Policy on Anti-Counterfeiting (n 17). 
38 The last seen version was the EAC Anti-Counterfeit Bill 2011 (EAC Secretariat, October 2011). 
39 See EAC Policy on Anti-Counterfeiting (n 17). 

https://www.who.int/en/news-room/detail/29-05-2017-seventieth-world-health-assembly-update-29-may-2017
https://www.who.int/en/news-room/detail/29-05-2017-seventieth-world-health-assembly-update-29-may-2017
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regional access to medicines framework.40 These criticisms compelled the EAC to withdraw 

the draft Bill from circulation and halt further action on the proposed approach.41 

In 2015, the EAC revisited its decision to adopt a regional approach to combating 

counterfeiting, although the details of the approach had, by this time, changed on two fronts: 

first, instead of drafting a new legislation, the EAC decided to amend the EAC Competition Act 

of 2006 by introducing moderate anti-counterfeiting provisions;42 second, while the proposed 

amendments still link anti-counterfeiting measures to the enforcement of IP rights, the use of 

TRIPS-plus enforcement provisions (such as in-transit seizures and enforcement of patent 

rights) is limited to the barest minimum.43 This backtracking notwithstanding, it is difficult not 

to wonder why the region seeks to institute a separate anti-counterfeiting regime which will 

cost the partner states additional financial resources to implement. Both of the EAC Policy on 

Anti-Counterfeiting and the 2015 draft amendment Bill are discussed below. 

6.3.1 The EAC Policy on Anti-Counterfeiting 

Discussed under this section are the justifications for adopting the EAC Policy on Anti-

Counterfeiting, the objectives as well as the substantive obligations established under this 

regional policy. 

6.3.1.1 Justifications for the EAC Policy on Anti-Counterfeiting 

The EAC Policy on Anti-Counterfeiting traces the prevalence of global trade in counterfeited 

and pirated products to globalisation, trade liberalisation policies, digital technology, and 

deliberate relaxation of import restrictions.44 While all of these emerged and emerging concepts 

are good for trade, the EAC policy document observes that they also promote the dumping of 

‘avalanche of counterfeit and pirated products’ on the international markets, including the EAC 

market.45 This, the document further claims, has made the region ‘extremely unattractive to 

investors and genuine enterprises’, thus making the institution of a separate anti-counterfeiting 

regime a justified response.46  

 
40 See for instance: Wambi Michael, ‘Health-Uganda: EU Supports Law Threatening Access to Medicines’, Inter 

Press Service News Agency (online, 15 March 2010); Wambi Michael, ‘Africa: Anti-Counterfeit Laws Threaten 

Universal Access to ARVs’, Inter Press Service News Agency (online, 1 April 2010).  
41 Not long after this period, the draft bill was removed from the official website of the EAC. 
42 East African Community Competition Act 2006 (EAC Secretariat 2006). 
43 See EAC Competition Amendment Bill 2015.  
44 See EAC Policy on Anti-Counterfeiting (n 17) 10. 
45 Ibid.  
46 Ibid 11. 
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The EAC Policy on Anti-Counterfeiting also claims to find justification in existing statistics 

which supposedly validate the endemic nature of counterfeiting in the region and worldwide.47 

The document points out that endemic counterfeiting may potentially have negative effects on 

the consumers, producers, government revenues, economic growth, foreign direct investments 

and access to medicines. 48  This data-based justification, however, raises the question of 

reliability and, particularly, suitability of some of the cited statistics to the particular context of 

the EAC. For instance, as earlier mentioned, apart from the fact that many of these data are 

anecdotal and industry-funded, they also are not EAC-specific. 49  In fact, several of the 

assertions referenced in the EAC Policy on Anti-counterfeiting as justifying a separate anti-

counterfeiting regime are not supported by data or evidence emerging from the region. 

Statements such as there is ‘avalanche of counterfeit… products’ on the EAC market, 

‘counterfeiting … is widespread across the East Africa region’, and counterfeiting is ‘a big 

disincentive to investors, both local and foreign’ are therefore made without region-specific 

data to back them up.50  

In cases where the EAC Policy on Anti-Counterfeiting cites statistics (for instance, the danger 

of counterfeiting on public health and safety), the bulk of these statistics are general in nature 

and derived from external sources such as the WHO, the Organisation for Economic 

Cooperation and Development (OECD) and the International Chamber of Commerce’s 

Business Action to Stop Counterfeiting and Piracy (BASCAP).51 Apart from being general in 

nature, as earlier pointed out, the integrity of some of these statistics has been questioned. For 

instance, while the WHO data has been repeatedly cited by different organisations, the WHO 

had dissociated itself from it.52 The EAC also relies on the OECD data. However, since these 

data were not specifically generated for the EAC, it is difficult to see how the EAC can rely on 

it to justify a TRIPS-plus anti-counterfeiting regime. This difficulty arises from the stark 

contrast between the EAC, a resource poor region and net-importers of IP rights, and the OECD 

countries, an organisation made up of rich countries and net-exporters of IP rights. It is beyond 

doubt that the two regions are incomparable on several fronts. As for the BASCAP data, apart 

from not being EAC-specific like other data, industry data has been generally criticised for 

lacking independent affirmation and for being directed at arriving at a predetermined outcome, 

 
47 Ibid.  
48 Ibid 18–29.   
49 See discussion at section 6.2 above. 
50 See EAC Policy on Anti-Counterfeiting (n 17) 10. 
51 See generally, EAC Policy on Anti-Counterfeiting (n 17). 
52 Outterson and Smith (n 7) 528–9.  
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namely, that a TRIPS-plus enforcement approach will forestall trades in falsified and 

substandard products.53  

Relying on externally-generated data, as the EAC has done in this case, is further proof of how 

the current globalised patent regime may be used to indirectly influence access to medicines 

decisions in LMICs including the EAC.54 In the current case, it appears on the surface that the 

EAC is in absolute control of the decision to adopt a TRIPS-plus anti-counterfeiting regime. 

However, the origin of the different data cited in support of the regime, and the fact that the 

design of the EAC Policy on Anti-Counterfeiting was itself funded by the Climate Facility for 

Africa55 (this is a partnership between African governments, the OECD countries, the private 

sector, and donor agencies) seem to suggest that the policy is externally influenced to cater to 

the interests of multinational corporations which have businesses in the EAC.         

A third and final justification cited by the EAC Policy on Anti-Counterfeiting is insufficient 

national laws on counterfeiting and failure to adequately implement the few existing ones.56 

This failure, the EAC notes, necessitates an ‘urgent need to formulate specific legislation 

tailored towards combating counterfeiting with stiff penalties capable of making this trade an 

unattractive business proposition.’ 57  However, like other justifications, when considered 

closely, this justification also pales into insignificance. This is because the problem in this 

regard is not really the absence of national law, but, as the policy itself acknowledges, 

‘enforcement of the existing laws in the … region is [the] major challenge.’58  

This being the case, an entirely new regime based on the use of TRIPS-plus enforcement 

provisions is unwarranted. In fact, contrary to this claim, the EAC Policy on Anti-

Counterfeiting is full of examples of how diligent enforcement of existing laws had helped rid 

the regional market of falsified and substandard pharmaceutical products.59 Notable examples 

include the detection of ‘fake medicines’ in Tanzania,60 the impounding of 300 cartons of 

counterfeited cosmetics in Uganda, 61  and the seizure and destruction of consignment of 

 
53 See generally Outterson and Smith (n 7); Sell (n 7); Chow (n 7): Brant with Malpani (n 7).  
54 See chapter two, section 2.4. 
55 See Johanna von Braun and Peter Munyi, ‘New Enforcement Mechanisms Challenge the Legality of Generics 

in the Name of Public Health: The Emergence of Anti-Counterfeiting Legislation in East Africa’ (2010) 18(2) 

African Journal of International and Comparative Law 238, 251. 
56 See EAC Policy on Anti-Counterfeiting (n 17) 12–13.  
57 Ibid 15. 
58 Ibid.  
59 Ibid 26. 
60 Ibid. 
61 Ibid 26–7. 
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counterfeit ‘Panadol Extra’ in Kenya.62 In sum, the reasons adduced in support of this proposed 

regime are nothing but tenuous. 

6.3.1.2 Objective of the EAC Policy on Anti-Counterfeiting 

The core objective of the EAC Policy on Anti-Counterfeiting leaves no doubt as to the target 

beneficiaries of the proposed regime, namely, IP owners. Specifically, the objective is to 

provide ‘… a robust legal framework for the protection and enforcement of Intellectual 

Property Rights in the region with specific focus on combating counterfeits and pirated 

products.’63 (Emphasis added). While it appears the EAC Policy on Anti-Counterfeiting will 

also combat ‘counterfeits and pirated products’, it has already been established that, even 

though using the EAC approach may incidentally eliminate falsified and substandard products 

from the region, its primary focus remains the enforcement of IP rights.64 In fact, a number of 

studies have shown that only a small fraction of cases of importation of substandard 

pharmaceutical products also involve IP infringement issues. 65  This connotes that most 

internationally traded substandard pharmaceutical products originate from authorised 

manufacturers and carry genuine IP rights—something that makes it easy for them to beat any 

anti-counterfeiting system built around the enforcement of IP rights. 

6.3.1.3 The substantive obligations of the EAC Policy on Anti-Counterfeiting 

The substantive obligations of the EAC Policy on Anti-Counterfeiting cover the definition and 

border measures provisions both of which are discussed below.  

Definition 

The EAC Policy on Anti-Counterfeiting defines ‘counterfeiting’ as follows:  

Counterfeiting means without the authority of the owner of any intellectual property in respect of 

protected goods, the manufacturing, producing or making, whether within the East African Community 

Partner States, or elsewhere, of any goods whereby those protected goods are imitated in such manner 

 
62 Ibid 27. 
63 Ibid 16 [2.2.1]. 
64 See for instance: Ho (n 25) 13; Seuba (n 29); Ruse-Khan (n 29). 
65 According to a survey conducted by the Kenya’s Poisons and Pharmacy Board and referenced by the Policy 

itself, only ‘…sixteen percent (16%) of anti-malarial drugs in the country were fake’ the bulk of it (38 percent) 

were substandard: see EAC Policy on Anti-Counterfeiting (n 17) 26; see also Eshetu Wondemagegnehu, 

Counterfeit and Substandard Drugs in Myanmar and Viet Nam: Report of A Study Carried Out in Cooperation 

with the Governments of Myanmar and Viet Nam (WHO, 1999); Brant with Malpani (n 7) 3.  
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and to such a degree that those other goods are substantially identical copies of the protected goods…66 

(Emphasis added). 

This definition is TRIPS-plus for several reasons. First, while TRIPS’s minimum obligation is 

to construe ‘counterfeiting’ in its conventional trade mark sense,67 this definition construes 

‘counterfeiting’ in a broader sense, covering not only ‘trade mark counterfeiting’, but also ‘any 

IP’—patents, geographical indications, and plant varieties. With IP rightsholders’ clear 

penchant for classifying generic medical products as counterfeits, 68  adopting a broad 

construction of ‘counterfeiting’ as the above definition does may reflect negatively on the 

importation of active pharmaceutical ingredients and other generic pharmaceutical products. 

Although, this broad definition is TRIPS-compliant as a TRIPS-plus provision,69 adopting the 

approach implies that the EAC is willingly surrendering part of the flexibilities available to it 

under TRIPS. This indicates a contradiction of the objective of the EAC Policy on TRIPS 

Flexibilities which requires an optimal use of the TRIPS flexibilities to build pharmaceutical 

production capacity.70 

Another challenge with this definition is that, unlike TRIPS, it does not distinguish between 

trade mark and patent infringements or copyright piracy, making it possible for customs 

authorities to invoke the definition in any of case of alleged IP infringement. Under TRIPS, it 

is clear that trade mark counterfeiting only applies where there are similarities between 

marks/packaging/trade-dresses of products, and not to similarities between the substance of the 

products themselves.71 The EAC Policy on Anti-Counterfeiting has, however, taken a different 

approach by extending the meaning of ‘counterfeiting’ to cover ‘imitation’ of protected goods 

(not just marks) themselves.72 By not limiting this definition to trade mark infringement as is 

the case under TRIPS, or, at most, to both trade mark infringement and copyright piracy, the 

EAC Policy on Anti-Counterfeiting authorises customs authorities to resort to this broad 

definition as a basis for seizing and destroying generic medical products which they may claim 

 
66 EAC Policy on Anti-Counterfeiting (n 17) 31. 
67 See TRIPS (n 1) art 51, footnote 14(a). 
68 For instance, Ho refers to how Eli Lilly’s attorney repeatedly tagged the generic drugs seized and detained 

during one of the EU detention cases as ‘counterfeit’ simply because they did not emanate from Eli Lilly: see Ho 

(n 25) 5. 
69 See TRIPS (n 1) arts 1(1) and 51. 
70 See EAC Policy on TRIPS Flexibilities (n 3). 
71 See TRIPS (n 1) art 51, footnote 14(a). 
72 EAC Policy on Anti-Counterfeiting (n 17) 31. 
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have infringed IP rights.73 Commenting on the EAC definition, Musungu opines that this overly 

broad approach could produce unexpected consequences such as the customs authorities ruling 

generic pharmaceutical products which did not imitate any trade mark as ‘counterfeit’ simply 

because the products involved had used identical chemical compositions.74 Hence, the EAC 

definition may further exacerbate the access to medicines conundrum which the region 

currently seeks to extricate itself from. 

Border measures 

Under TRIPS, members are obligated to apply border measures to imported products, and to 

apply the law of the importing country in determining whether imported products have 

infringed any IP rights.75 Furthermore, where a rightsholder alleges that certain products being 

imported into the country infringe their IP rights, TRIPS permits such rightsholder to apply to 

the appropriate authority for the seizure or detention of the allegedly infringing products.76 

However, in contrast to these minimum border measures obligations under TRIPS, the EAC 

Policy on Anti-Counterfeiting takes a TRIPS-plus approach by extending border measures to 

imports, exports and in-transit goods.77 In addition, it authorises the use of the laws of the 

transiting country in determining the issue of infringement of IP rights where goods are seized 

in-transit.78 Lastly, the EAC also authorises a suo motu use of the ‘seizure and detention’ power 

against suspected infringing goods by customs authorities—again, contrary to TRIPS’s 

minimum obligation that this process be activated by affected rightsholders.79  

The application of border measures to goods in transit has remained particularly controversial 

for many reasons. One line of argument80 is that in-transit enforcement based on local laws will 

breach the freedom of transit recognised under the General Agreement on Tariffs and Trade.81 

In-transit enforcement provisions have also been criticised on the ground that they contradict 

 
73 On the potential danger in this approach, see generally, Seuba (n 29); Frederick M Abbott, ‘Seizure of Generic 

Pharmaceuticals in Transit Based on Allegations of Patent Infringement: A Threat to International Trade, 

Development and Public Welfare’ (2009) World Intellectual Property Journal 43, 48. 
74 SF Musungu, ‘The Potential Impact of the Proposed East African Community (EAC) Anti-counterfeiting Policy 

and Bill on Access to Essential Medicines’ (Discussion Paper, United Nations Development Program, March 

2010) 12-13. 
75 See TRIPS (n 1) arts 51–2. 
76 Ibid art 51. 
77 The EAC Policy on Anti-Counterfeiting (n 17) 51–2. 
78 Ibid.   
79 Ibid. 
80 See, for instance, Seuba (n 29); Ruse-Khan (n 29). 
81 See Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 1994, 

1867 UNTS 190 (entered into force 1 January 1995) annex 1A (‘General Agreement on Tariffs and Trade 1994’) 

art V. 
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the well-respected principle of territoriality82 and flout the approach suggested under TRIPS 

that infringement should be determined by the law of the importing country.83 Third, this 

approach will also implicate the much respected principle of sovereignty: for instance, how 

acceptable would it be for a transiting country to force its IP law on goods heading for another 

sovereign country, especially when the possibility of diversion into the transiting country’s 

market ranges from minimal to non-existent? As Abbott correctly puts it, not only would ‘[t]he 

concept of national sovereignty … be completely meaningless’ were this approach to be 

adopted, but also the sovereign right of individual countries to determine the conditions for 

conferring IP protection would be similarly compromised.84 This approach will constitute a 

serious challenge to the doctrine of sovereignty, especially where imported pharmaceutical 

products are being seized and detained for the infringement of an IP right which is protected in 

the transiting country, but not in the importing country. The EAC should, therefore, be mindful 

of the implication of its proposed approach on national sovereignty. 

6.3.2 The EAC Competition (Amendment) Bill 2015 

Following the withdrawal of the 2009 draft Anti-Counterfeiting Bill, the EAC introduced the 

EAC Competition (Amendment) Bill in 2015. This Bill seeks to amend the EAC Competition 

Act 2006 by introducing a few moderate anti-counterfeiting provisions. Although the Bill has 

not yet passed, its consideration is crucial to understanding how the region has responded to 

the barrage of criticisms levelled against its initial TRIPS-plus Anti-Counterfeiting Bill of 2009. 

Out of the seven clauses introduced into the Act, only three (definition, objective and 

implementation) are relevant to this discussion.  

The most significant provision is contained in clause 3, which amends section 2 of the Principal 

Act by introducing two new definitions of ‘counterfeiting’. The first definition construes 

‘counterfeiting’ as the possessing, manufacturing, producing or making, packaging, 

repackaging or labelling of any goods: 

• which results in the imitation of any protected goods; and 

 
82 For instance, the Paris Convention recognises the principle of ‘independence of patent’: see Paris Convention 

for the Protection of Industrial Property (as last revised at the Stockholm Revision Conference), signed 20 March 

1883, 828 UNTS 305 (entered into force 7 July 1884) art 4bis; see also Abbott (n 73) 44. 
83 TRIPS is silent on whether any other law aside the law of the importing country may be applied—this has 

caused some authors to argue, rightly so, that since TRIPS only establishes minimum obligations, any willing 

WTO member may apply law of the in-transit country as a form of TRIPS-plus provision: see, for instance, Ruse-

Khan (n 29). 
84 See Abbott (n 73) 48. 
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• makes the imitated goods substantially identical copies of the protected goods; and 

• is done without the authority of the owner of intellectual property rights in the 

protected goods.85 (Emphasis added). 

Read on its own, and considering the use of words like ‘imitation of protected goods’ and 

‘imitated goods substantially identical’ to the protected goods, this clause may be construed as 

covering both copyright piracy and patent infringement. This is because, unlike trade mark 

infringement, which considers similarity or resemblance between marks, symbols, emblems or 

packaging used on imported products, both copyright piracy and patent infringement require 

that allegedly protected goods be carefully compared with any allegedly imitating goods. While 

it is possible to contend that determining trade mark counterfeiting also requires that a 

comparison be carried out between goods, the focus of such a comparison in the case of trade 

marks is the allegedly infringed mark. 

Meanwhile, if clause 3(a) could have been construed to cover both copyright piracy and patent 

infringement, then the danger to access to medicines identified in the definition under the EAC 

Policy on Anti-Counterfeiting would have persisted, as customs authorities would be entitled 

to rely on the definition to confiscate imported products which they have deemed infringing of 

patent rights. However, considering that the definition of IP rights under the Bill is limited to 

trade marks and copyrights (to the exclusion of patent rights), it becomes clear that clause 3(a) 

is only intended to apply to copyright piracy.86 The fact that clause 3(a) definition is a verbatim 

reproduction of the definition of ‘copyright piracy’ under TRIPS is a further affirmation of the 

scope of the newly proposed definition.87   

In clause 3(b), ‘counterfeiting’ is defined thus: 

the possessing, manufacturing, producing or making or applying to goods, …, the subject matter of that 

intellectual property rights, or a colourable imitation of the goods so that the other goods are calculated 

to be confused with or to be taken as being the protected goods of the said owner or any goods 

manufactured, produced or made under his license without the authority of the owner of any intellectual 

property right … in respect of the protected goods… (italicised and underlined for emphasis) 

The definition in clause 3(b) uses words like ‘subject matter of intellectual property rights’, 

‘applying to goods’,  and ‘confused with’, all of which suggest that the focus of the clause is 

 
85 EAC Competition (Amendment) Bill, clause 3(a). 
86 Ibid clause 3. 
87 TRIPS (n 1) art 51, footnote 14(b). 
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not protected goods per se, but protected marks—‘trade mark counterfeiting’. Clause 3(b), 

however, appears to suffer from inelegant drafting. First, the inclusion of ‘a colourable 

imitation of the goods’ is apparently a drafting error. Had this been intended, it would have 

been possible to extend the definition under clause 3(b) to copyright piracy, which has already 

been covered under clause 3(a). A more convincing evidence that this is a drafting error arises 

from the fact that the whole provisions of clause 3(b) is copied from the Kenyan ACA, which 

uses the words ‘imitated mark’ as opposed to ‘imitated goods’ found in the EAC Bill.88   Second, 

the underlined part of clause 3(b) definition requires more clarity as it is difficult to comprehend 

its purport in the current form.  

On balance, these definitions have significantly responded to some of the criticisms targeted at 

the earlier definitions in the EAC Policy on Anti-Counterfeiting and the now abandoned 2009 

Bill. For instance, the definition under clause 3(a) makes it clear that copyright piracy is 

intended, while clause 3(b) definition addresses trade mark counterfeiting. This is in a sharp 

contrast to the definition under the EAC Policy on Anti-Counterfeiting which lumped IP rights 

together. The new Bill also construes ‘IP rights’ in the narrow sense of ‘trade mark 

counterfeiting’ and ‘copyright piracy’. This means that the chances of legitimate generic 

pharmaceutical products being seized or detained as ‘counterfeited products’ at the borders are 

now minimised. It is, however, important to note that the proposed definition under clause 3(b) 

may still raise concerns for generic pharmaceutical products if applied to cases of ordinary 

trade mark infringements as opposed to trade mark counterfeiting.89    

The second clause of interest is clause 4, which introduces a new section 3A. The new section 

sets out the objective of the region’s anti-counterfeiting scheme. According to the clause, this 

is to ‘promote the creation, protection and exploitation of intellectual property rights in the 

Community….’ This shows that, even with the proposed amendments, the protection of IP 

rights still remains at the core of the EAC approach. This, again, confirms the submissions 

across this chapter that the anti-counterfeiting regime is in no way about ensuring quality 

control, rather it is about protection and enforcement of IP rights.90  

 
88 Kenya ACA (n 4) section 2(b). 
89 A distinction is drawn between ‘trade mark counterfeiting’ and ‘ordinary trade mark infringement’: the former 

requires that the two marks in dispute be ‘identical’, while the latter only requires that the disputed marks be 

‘confusingly similar’: see TRIPS (n 1) art 51, footnote 14(a); in Australia, the applicable terms are ‘substantial 

identity’ and ‘deceptive similarity’, see Trade Marks Act 1995 (Cth) s 120(1); see also Mark Davison, ‘Reputation 

in Trade Mark Infringement: Why Some Courts Think it Matters and Why it Should Not’ (2010) 38 Federal Law 

Review 231, 243. 
90 See particularly section 6.5 below. 
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Lastly, clause 8 (sic)91 repeals section 43 of the Principal Act and substitutes in its place a new 

section 43. The new section saddles the EAC Competition Authority92 with the responsibility 

of overseeing (alongside partner states) the implementation of the newly introduced anti-

counterfeiting obligations. The EAC Competition Authority will also be responsible for anti-

counterfeiting policy initiations as well as policy coordination among partner states.93 The 

relevance of this amendment to the earlier anti-counterfeiting efforts is that it implements one 

of the recommendations under the EAC Policy on Anti-Counterfeiting, namely, that the EAC 

Competition Authority should oversee the National Enforcement Agency which was to be 

created for each partner state.94 Establishing such an Agency in each partner state will not only 

add to the layers of already existing bureaucracy in the region, it will also have financial 

implications for partner states which have repeatedly complained of insufficient finance to 

implement other important regional policies such as the EAC Policy on TRIPS Flexibilities 

and the EAC PMP.95 

6.4 THE PREFERRED ANTI-COUNTERFEITING REGIME AMONG THE EAC 

PARTNER STATES: THE KENYAN EXAMPLE  

The existence of anti-counterfeiting measures in two partner states (Tanzania and Kenya) 

predated the EAC efforts, while a third partner state, Uganda, had twice attempted to enact a 

separate Kenya- and Tanzania-type anti-counterfeiting regime without success.96Because of 

the substantial similarities in the approaches of the two partner states, coupled with the fact that 

the Kenya’s ACA contains more controversial and recently updated provisions, the Kenyan 

approach will be used as a guide in discussing the state of anti-counterfeiting regime among 

the EAC partner states. 

6.4.1 The Kenya Anti-Counterfeiting Act 2008 

The enactment of the Kenyan ACA was met with criticisms from stakeholders who were 

genuinely concerned about the probable effect an anti-counterfeiting law might have on access 

 
91 The numbering jumps from clause 6 to clause 8, leaving out clause 7. 
92 This Authority is established under the EAC Competition Act 2006, s 37. 
93 EAC Competition (Amendment) Bill, clause 8 (sic). 
94 See EAC Policy on Anti-Counterfeiting (n 17) 34. 
95 See EAC Policy on Flexibilities (n 3); EAC PMP (2). 
96 The last attempt in Uganda was the Anti-Counterfeit Goods Bill 2015 which was withdrawn from the Parliament 

in 2018, following series of the usual criticisms: see Mivule Gyagenda, ‘Govt Finally Withdraws Bill on 

Counterfeit Goods’, Softpower News (online, 9 January 2018).   
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to medicines. 97  Critics were particularly irked by the inclusion of several TRIPS-plus 

enforcement obligations, with no attempt to evaluate how these provisions might affect 

continued access by people living with HIV/AIDS to antiretroviral drugs. 98  These critics 

alleged that the enactment of a separate TRIPS-plus anti-counterfeiting legislation in Kenya 

was meant to serve the commercial interests of multinational corporations which have 

businesses in Kenya and across the region.99 It was further alleged that in enacting the anti-

counterfeiting law, Kenya received support from these corporations and the IMPACT, the 

international watchdog against counterfeit products.100  

Some of the TRIPS-plus provisions in the Kenyan ACA which may adversely affect access to 

pharmaceutical products are: broad definitions of ‘counterfeiting’ and ‘intellectual property 

rights’, 101  establishment of a separate anti-counterfeiting institution, 102  duplications of 

institutional responsibilities,103 conferment of broad powers on inspectors,104 introduction of a 

recordation system,105 and imposition of criminal sanctions.106 The ensuing discussion focuses 

on the definitions, the recordation system, and the inchoate in-transit enforcement provisions, 

owing to their likely implications on pharmaceutical production and access to medicines in 

Kenya and across the region. 

 
97 For instance, see Caroline B Ncube, Intellectual Property Policy, Law and Administration in Africa: Exploring 

Continental and Sub-Regional Co-operation (Routledge, 2018) 9; Susan Anyangu-Amu, ‘Kenya: Anti-

Counterfeit Act Violates Right to Health, Say Patients’ Business Daily (online, 23 December 2009). 
98 Three people living with HIV/AIDS (supported by non-governmental organisations like AIDS Law Project) 

approached the court to challenge the provisions of sections 2 (broad definition of counterfeit), 32 (offences) and 

34 (powers of the Commissioner or Executive Director) of the Kenya ACA, contending that these provisions 

violated their constitutional rights to life, human dignity and health guaranteed under articles 26(1), 28 and 43 of 

the Constitution of Kenya: see Patricia Asero Ochieng & 2 Ors v Attorney General & Anor [2012] eKLR (High 

Court of Kenya); for a review of this case, see Emmanuel K Oke, ‘Case Report: A Triumph for Generic Medicines 

and the Right to Health in Africa Patricia Asero Ochieng & Ors v Attorney General (Petition No 409 of 2009, 

Judgement of the Kenyan High Court, 20 April 2012)’ (2013) 10(3-4) Journal of Generic Medicines 246. 
99  See Nicholas Wadhams, ‘Kenya Pressured to Implement Anti-counterfeit Law Despite Access Fears’, 

Intellectual Property Watch (online, 2 July 2009).  
100 Ibid.  
101 ACA (n 4) s 2. 
102 Ibid part II. 
103 The Board of the Authority is made up of officers from separate institutions already established to address IP 

rights enforcement issues: see ACA (n 4) s 6. 
104 Ibid part IV.  
105 Ibid s 34B. 
106 Ibid s 35; for discussion of some of these provisions, see also Pamela Andanda, ‘Striking a Balance between 

Protecting Trademarks and Public Health Interests in Combating Trade in Counterfeit Medicines: Lessons from 

Kenya and South Africa’ (2016) 60(2) Journal of African Law 312, 319–23. 
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6.4.1.1 Broad definition 

The definition of ‘counterfeiting’ under the Kenyan ACA may be summarised as follows: one, 

‘counterfeiting’ covers trade mark counterfeiting, copyright piracy and other forms of IP rights 

infringements; two, anti-counterfeiting measures apply to IP rights whether they are granted in 

Kenya or elsewhere; and three, ‘intellectual property right’ covers all IP rights.107  

The following actions will amount to counterfeiting if done in respect of protected goods and 

without the authority of the owner of IP rights in those goods:  

• where the ‘manufacture, production, packaging, re-packaging, labelling or making… 

of any goods’ results in the imitation of protected goods such that the imitated goods 

are ‘identical or substantially similar copies of the protected goods’; 

• where the ‘manufacture, production or making … the subject matter of that intellectual 

property, or a colourable imitation thereof…’ causes confusion in the origin/source of 

the protected goods and the other goods; 

• where the ‘manufacturing, producing or making of copies’ is done ‘in violation of an 

author’s rights or related rights;’ and 

• ‘the deliberate and fraudulent mislabelling of medicine with respect to identity or 

source, whether or not such products have correct ingredients, wrong ingredients, have 

sufficient active ingredients or have fake packaging.’ (Emphases added). 

The definitions in the first, second and the last paragraphs are problematic in one way or the 

other. Beginning with the first paragraph, like the proposed regional approach, ‘counterfeiting’ 

is defined so broadly that it may cover, on the one hand, copyright piracy and patent 

infringement. This construction may be justified by the use of phrases such as ‘manufacture 

and production of … any goods’ which result in imitated goods similar or identical to protected 

goods.108 As earlier mentioned, the determination of copyright piracy and patent infringement 

considers similarities between ‘imitated goods’ and ‘protected goods’.109 The first paragraph 

can also, on the other hand, be used in respect of trade mark counterfeiting and the infringement 

of design and geographical indication rights: this construction may be based on the use of 

phrases like ‘where the … packaging, re-packaging, labelling … of any goods’ result in 

 
107 ACA (n 4) s 2. 
108 Ibid. 
109 See section 6.3.2 above. 
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imitated goods which are similar or identical to the protected goods.110 This is because the 

concepts of packaging, re-packaging and labelling have more application to trade marks, 

designs or geographical indications than to patents and copyrights. This broadness means that 

customs authorities may invoke the first paragraph to confiscate legitimate generic 

pharmaceutical products on the ground of patent infringement, trade mark counterfeiting or 

even ordinary trade mark infringement.  

As for the second and last paragraphs, both address the issue of ‘trade mark counterfeiting’: 

the former in a general sense, and the latter limited to the specific cases of pharmaceutical 

products. While the second paragraph is clearly limited to IP which indicates product source 

or origin (trade marks or geographical indications) and cannot be mistaken to import patent or 

copyright enforcement issues, the possibility that it may still be used to halt the importation of 

pharmaceutical products on the ground of ordinary trade mark infringement cannot be ruled 

out.111  

Similarly, the last paragraph is an attempt to specifically address the issue of falsified and 

substandard pharmaceutical products and re-affirm that legitimate generic products will not be 

mistaken for deliberately and fraudulently mislabelled pharmaceutical products. There are, 

however, a number of problems with this paragraph. First, because of the technicalities 

involved in determining whether an IP right has been infringed, customs authorities and 

inspectors appointed under the Kenyan ACA, who are not knowledgeable in this technical area 

of the law, may wrongly conclude that imported pharmaceutical products are deliberately and 

falsely mislabelled.112 This error is particularly more probable in respect of pharmaceutical 

products which are often marketed using international non-proprietary names as part of their 

trade marks.  

 
110 ACA (n 4) s 2. 
111 Ibid; the erroneous seizure and detention in Germany typifies how this provision can constitute a problem to 

pharmaceutical production and access to medicines. On 5 May 2009, the German customs authority seized and 

subsequently detained shipment of generic medical products imported from India and heading to Vanuatu. This 

was done pursuant to Reg No 1383/2003 which, as in this case, empowered customs authorities to intervene in 

suspected cases of trade mark (and other IP rights) infringements. In the current case, the generics involved were 

marketed under the name ‘Amoxicillin’. Being aware of the GSK brand marketed under the trade mark ‘Amoxil’, 

the customs authorities seized the generics and contacted GSK to notify it of an ‘infringement’ of its trade mark. 

This shipment was later released after GSK confirmed that it did not infringe its trade mark since ‘Amoxicillin’ 

is an international non-proprietary name: see generally Catherine Dounis, ‘Enforcing Intellectual Property Rights 

via EU Border Regulations: Inhibiting Access to Medicine or Preventing Counterfeit Medicine’ (2011) 36(2) 

Brooklyn Journal of International Law 717.  
112 Ibid.  
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Second, the labels on some imported pharmaceutical products may also convey technical 

information. Where this is the case, whether the information contained on such labels amount 

to ‘fraudulent mislabelling’ can only be determined by persons with expert knowledge in 

pharmaceutical issues, and not customs authorities. Not having the requisite expert knowledge, 

it is highly probable that customs authorities/inspectors will construe ‘fraudulent mislabelling’ 

in terms of physical trade mark or branding information which they can see and distinguish.113 

This approach will produce the unpleasant result where little or no attention is paid to the most 

important issue of quality and safety of imported pharmaceutical products. This provides a 

further proof of why the current system is more about IP rights protection and less about quality 

control.  

Third, assuming the customs authorities and inspectors appointed under the Kenyan ACA did 

not err in the identification, seizure and detention of deliberately and fraudulently mislabelled 

medical products, the practice of addressing quality and safety issues in pharmaceutical 

products through an IP rights approach has, nonetheless, been found inadequate.114 The reason 

for this is not far-fetched: while all deliberately and fraudulently mislabelled medical products 

may be substandard, not all substandard medical products are falsely and fraudulently 

mislabelled.115 An IP-centric approach, thus, leaves cases of substandard medical products 

which do not implicate IP issues unaddressed.  

Suffice to state that the Kenyan ACA contains a proviso to section 2(d) which prohibits 

derogation from the provisions of Kenya’s Industrial Property Act 2001.116 Given the omnibus 

nature of the Industrial Property Act—covering several areas of patent law and utility models, 

it is unclear what form of derogation from this Act the above proviso is meant to prohibit. More 

so, it is difficult to see how this proviso may be applied to deter customs authorities and anti-

counterfeiting inspectors from seizing and detaining imported pharmaceutical products which 

they have already adjudged to be falsified and substandard under section 2(a) (patent 

infringement) or 2(b) (trade mark infringement) or 2(d) (fraudulent and deliberately 

mislabelled medicines) of the Kenyan ACA.    

 
113 A number of cases like this happened across some EU borders around 2008 to 2009, with the German case 

mentioned above as one example. For the German example and other similar cases, see generally Dounis (n 111).  
114 See, for example, Brant with Malpani (n 7); Ho (n 25); Ruse-Khan (29); Dounis (n 111). 
115 Isles (n 32) e43. 
116 Act No 3 of 2001 (Revised Edition 2012). 



225 

 

The second pointer to the overly broad nature of the Kenyan ACA’s definition is the extension 

of the definition of ‘counterfeiting’ to actions taken ‘without the authority of the owner of 

intellectual property right subsisting in Kenya or outside Kenya…’ 117  This provision is 

particularly telling because it disregards the most crucial principle of all IP treaties: the 

principle of territoriality. Going by this principle, IP rights should only confer enforceable 

rights in the territory where they have been expressly granted.118 By way of example, if the 

trade mark ‘ENGEE’ is registered in country A but not in country B, any business in country 

B should be able to use this mark on goods sold in country B, or import goods sold under the 

mark 119  from country A into country B without liability for infringement in country B. 

However, with the Kenyan provision extending counterfeiting protection to IP rights 

‘subsisting in Kenya or outside Kenya’, the mark ‘ENGEE’ may enjoy legal protection without 

necessarily being registered in Kenya.120 

One seemingly unintended consequence of disregarding the territoriality principle is that doing 

so could obliterate the rationales underpinning states’ conferment of exclusive rights for IP in 

the first place. IP rights are generally exceptional rights because they confer monopolies on 

beneficiaries, thereby limiting competition throughout the duration of the monopoly. This 

arrangement has been justified on several grounds, including that it is necessary to incentivise 

innovation and reward the inventors.121 Because of this peculiarity, individual states seldom 

grant IP rights, except after an applicant has demonstrated that some long-term public good 

will be served by the grant. This explains why states often impose substantive requirements to 

differentiate between works which are deserving of protection and those which are not.  

Furthermore, where IP rights are granted in one country, by virtue of the principle of 

territoriality, those rights are only binding in that country. The implication of the Kenyan 

approach is, therefore, that the benefits of exclusivity are extended to foreign IP rights which 

have not been subjected to local substantive requirements governing grant in Kenya. And this, 

according to UNCTAD-UNIDO, ‘would disregard the balance of interest between the 

 
117 Kenya ACA (n 4) s 2. 
118 See Peter Drahos, ‘Case Comment: Intellectual Property and Human Rights’ (1999) 3 Intellectual Property 

Quarterly 349, 352; see generally Graeme B Dinwoodie, ‘Developing a Private International Intellectual Property 

Law: The Demise of Territoriality?’ (2009) 51(2) William and Mary Law Review 711. 
119  The only exception to this is where the ENGEE mark qualifies as a well-known mark under the Paris 

Convention: see Paris Convention (n 82) art 6bis. 
120 While the TRIPS does not require this approach, it is also consistent with the TRIPS: see TRIPS (n 1) art 1(1). 
121 See generally Mark A Lemley, ‘Ex Ante Versus Ex Post Justifications for Intellectual Property’ (2004) 71(1) 

The University of Chicago Law Review 129. 
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protection of exclusive rights and the contribution that the IP owners should make to 

society.’122  

The final indication of an expansive approach which may harmfully affect pharmaceutical 

manufacturing capacity and access to medicines is the definition of ‘IP right’. The least harmful 

option is to construe the concept narrowly by limiting it to ‘trade mark counterfeiting’ and 

‘copyright piracy’.123 In the Kenyan ACA, however, ‘intellectual property right’ is broadly 

defined to include rights protected under Copyright Act 2001, Seeds and Plant Varieties Act, 

Trade Marks Act, and Industrial Property Act 2001.124 This removes any doubt as to whether 

the Kenyan ACA is intended to apply to patent infringement or not. 

6.4.1.2 The new recordation system 

Two recent amendments125 to the Kenyan ACA introduce a recordation system under which it 

is a punishable offence to ‘import into Kenya, any goods or items bearing a trade mark, trade 

name or copyright that has not been recorded with the Agency.’126 Recordation of a trade mark 

is mandatory ‘irrespective of place of registration’.127 Each recordation lasts for one year or 

‘the current registration period of the trade mark, whichever is shorter.’128 Prescribed fees shall 

be payable both for original recordation and subsequent renewals.129 Where a trade mark is 

registered in more than one class, the fees payable shall be determined by the number of class 

in which the mark is registered.130 Furthermore, a trade mark will be expunged from the 

recordation register if it is revoked or cancelled.131 Upon compliance with these provisions, 

and after paying the prescribed fee, the Kenya Anti-Counterfeiting Authority (the ‘Authority’) 

will then issue to importers of goods a certification mark which will serve as anti-counterfeiting 

security device.132 The Authority is empowered to ‘seize and destroy any goods originally 

 
122 UNCTAD (n 24) 15. 
123 See TRIPS (n 1) art 51, footnotes 14(a) and (b). 
124 Kenya ACA (n 4) s 2. 
125 The first is section 32(j) and the second section 34B ACA. They are both part of the new amendments 

introduced to the Kenya ACA in 2018: see The Statute Law (Miscellaneous Amendments) Act (Kenya) No 18 of 

2018. 
126 Kenya ACA (n 4) s 32(j). 
127 Ibid s 34B(1). 
128 Ibid s 34B(6). 
129 Ibid s 34B(4)(b) and (11). 
130 Ibid the proviso to s34B(4). 
131 Ibid s 34B(7). 
132 Ibid s 34B(13). 
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imported into Kenya but found within Kenya that do not bear the anti-counterfeiting security 

device.’133  

Several of the above unique provisions of the Kenyan ACA may raise serious implications for 

access to pharmaceutical products. It is important to provide further clarifications on the scope 

of application of the new recordation system, as the current provisions raise more questions 

than they provide answers. Consider the provisions of s 34B(7) and s 34B(1) for example: 

While the former (recordation protection ceases when registration for the trade mark linked to 

the recordation system is revoked or cancelled) seems to suggest that local acquisition of trade 

mark rights is a precondition to participating in the recordation system, the latter conveys a 

somewhat opposite intention by providing that recordation applies to all trade marks 

‘irrespective of the place of registration.’ So, which is it: compulsory registration of trade marks 

in Kenya in addition to or in the absence of registration outside Kenya? Or evidence of 

registration of the trade marks in any country outside Kenya will suffice? Similarly, when s 

34B(7) says cancellation or revocation of a trade mark registration will result in the cancellation 

of a recordation of the mark, is this referring to cancellation or revocation of the mark involved 

in Kenya or anywhere it is registered?   

Again, considering the principle of territoriality, the only reasonable interpretation that may be 

ascribed to these seemingly unclear and conflicting provisions is that the recordation system 

established under s 34B of the Kenyan ACA requires compulsory registration of trade marks 

used on imported goods in Kenya, regardless of whether such marks are registered in their 

countries of origin. Since this regime also extends to goods produced or already inside Kenya, 

it further means that all trade marks in respect of such goods must be compulsorily registered 

before they can benefit from the recordation system. Construed in this manner, this then implies 

that imported as well as locally produced goods may be regarded as ‘counterfeits’, not because 

of quality or standard issues, but simply because they have not enrolled into the recordation 

system. Finally, if this is the interpretation intended under the section, how will Kenya 

reconcile a mandatory trade mark registration system with the voluntarism at the core of IP 

rights acquisition worldwide? Clear answers to these questions are relevant to understanding 

the prospective import of the recordation system on several important areas, including access 

to pharmaceutical products. 

 
133 Ibid s 34B(14). 
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Another issue of concern is whether s 32(j) and s 34B apply only to trade marks or whether 

they also apply to other forms of IP rights. In s 32(j), reference is made to trade mark, trade 

name or copyright, while the head note to s 34B is ‘trade mark’. Confusion, again, sets in when 

s 34B (12) provides that the recordation system will also apply to any other form of IP rights. 

This implies that patent and other IP rights may also be subject to the recordation system. No 

express exception(s) has/have been created for generic pharmaceutical products; as such, how 

will these provisions apply to them? This question is germane when one considers the unique 

nature of generic pharmaceutical products, which are bioequivalent copies of the originator 

products and are not subject to patent rights either because they were never patent-eligible or 

because the patent rights on them have lapsed.  

The fact that patent rights, like other IP rights, are territorial further complicates the extent to 

which the Kenyan recordation system (should it apply to patent rights) may affect generic 

pharmaceutical products and harm access to medicines. This is because the application of the 

territoriality principle makes it possible for some pharmaceutical products to be patented (that 

is, not available for generic production without prior authorisation of a patent owner) in one 

country and not patented (that is, available as candidates for generic production) in another. 

Box 6.2 below provides a hypothetical scenario of how the Kenyan recordation system can 

affect the definition of generic products. 

 

 

 

 

 

Box 6.2: The Kenyan recordation system and potential effect on generic designation 

It is also important to consider whether the newly introduced recordation system will not raise 

the question of TRIPS compliance, especially judging by the imposition of several cumbersome 

procedures coupled with different layers of duplicative fees (payable fees include fees for the 

original recordation, for renewal, for obtaining anti-counterfeiting device, for change of name, 

for transfer and for maintaining recordation of IP rights on the register).134 While TRIPS 

 
134 Ibid s 34B(4)(b), (8)(d), (9)(b) and (11)(c). 

Assuming the active ingredients in the malaria drug Malarone® are 

patented in Australia, but not in Kenya or India, this will confer a 

generic status on Malarone® both in Kenya and India. Ordinarily 

therefore, the importation of Malarone® from India to Kenya should not 

raise infringement concerns. However, with the Kenyan ACA 

protecting patent rights subsisting in Kenya or outside Kenya (s 2), and 

requiring recordation of patent rights ‘irrespective of the place of 

registration’ (s 34B(1)), it is hypothetically possible for Malarone® to 

lose its generic status in Kenya and India because of the existence of 

the Australian patent rights. 
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establishes minimum enforcement obligations and permits WTO members to enact TRIPS-plus 

enforcement measures, it also requires that any TRIPS-plus enforcement ‘…  procedure shall 

be applied in such a manner as to avoid the creation of barriers to legitimate trade and to 

provide for safeguards against their abuse.’135 (Emphasis added). It is debatable if these far-

reaching measures introduced under the Kenyan recordation system will not amount to 

‘barriers to legitimate trade’ in generic and branded pharmaceutical products. 

There is, lastly, the effect that the recordation system may have on the retail prices of 

pharmaceutical products. As earlier mentioned, the new system introduces several fees payable 

for using the regime. While these fees will directly be paid by the importers and/or producers 

of pharmaceutical products, it is reasonable to expect that the incidents of the new fees will be 

shifted by these actors to the end consumers. 

6.4.1.3 In-transit goods 

The provisions of the Kenyan ACA on in-transit goods appear, at best, inchoate. According to 

s 32(f), it is an offence to ‘transit through’ or ‘transship within’ Kenya ‘any counterfeit goods’. 

By s 32(n), it is also an offence to ‘transit through Kenya’ any of the different variants of 

counterfeited marks listed under that section if their use is ‘likely to cause confusion, to cause 

mistake, or to deceive.’ However, the Act does not apply border measures (seizure and 

detention) to these in-transit infringements; rather, s 35(1) imposes a maximum prison term of 

five years or ‘three times the value of the prevailing retail price of the goods’ or both. This 

leaves open one important question: what then happens to the offending in-transit goods? Will 

they be allowed to proceed to the country of destination, even though they have been found to 

be ‘counterfeits’?  

Owing to the foregoing, similar to the regional efforts at establishing a TRIPS-plus anti-

counterfeiting regime, the anti-counterfeiting measures established under the Kenyan ACA, 

which largely reflect the Tanzanian approach, will certainly raise serious concerns for access 

to medicines in Kenya and, by extension, across the region. 

 
135 TRIPS (n 1) art 41. 
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6.5 PROSPECTIVE EFFECTS OF THE EAC ANTI-COUNTERFEITING REGIME ON 

ACCESS TO MEDICINES 

The foregoing examination of the anti-counterfeiting measures prevalent at the regional and 

national levels has hinted that these measures may inhibit the importation of active 

pharmaceutical ingredients, excipients and other raw materials used in pharmaceutical 

production. By extension, this may also affect access of the EAC populations to essential 

medicines. Three potential effects have been identified for this purpose and they are discussed 

below. 

6.5.1 Confusion in the choice of applicable law 

In Kenya136 and Tanzania,137 anti-counterfeiting laws protect IP rights which subsist in or 

‘outside’ the two partner states. This may create confusion as to which country’s law should 

apply when unpatented pharmaceutical products are imported into Kenya or Tanzania. The 

hypothetical scenario in Box 6.3 below illustrates how this may happen. 

 

 

 

 

 

 

 

Box 6.3: Confusion from the Kenyan and Tanzanian provisions 

Additionally, as hinted above,138 this provision will also confuse the definition of generic 

medical products. Ordinarily, a product is generic either because it is unpatented or because its 

patent term has expired. Patent term expiration is equally based on the principle of territoriality, 

such that the same pharmaceutical product may be patented in one country and generic in 

another country. Relying on the Kenyan and Tanzanian provisions, the rightsholders in 

 
136 Kenya ACA (n 4) s 2. 
137 Tanzania MMR (n 4) s 2. 
138 See section 6.4.1.2 above.  

Acetaminophen (an active pharmaceutical ingredient used in manufacturing paracetamol) is 

patented neither in India nor Kenya. Mr A, an importer for a pharmaceutical firm in Kenya, 

relies on this absence to import acetaminophen from India to Kenya. Applying the renowned 

principle of territoriality, Mr A should be able to do this without raising any concern about 

patent infringement at the Kenyan border. However, the provision of the Kenya ACA, for 

example, which offers protection to IP rights subsisting in or ‘outside’ Kenya can change this 

general rule of territoriality by bringing the laws of other countries into play. Thus, assuming 

acetaminophen is under patent in a third country, say Australia, the Kenyan provisions imply 

that the owner of the Australian patent may invoke their Australian rights to challenge the 

importation of acetaminophen into Kenya or to request that the Kenyan customs authorities 

seize and detain any consignment of acetaminophen from entering the country. Without this 

peculiar provision, Mr A could have easily relied on the principle of territoriality to counter-

argue that the question of infringement should be solely determined based on the laws of India 

and Kenya, and not Australia. 
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imported pharmaceutical products which are generic in the country of origin and destination, 

but not in a third country, may apply to customs authorities for the seizure and detention of 

these products on the ground that their importation infringe patent rights still subsisting ‘outside’ 

Kenya or Tanzania.  

The above discussion regarding the implications of this extraterritorial provision for choice of 

law is relevant for two reasons: first, the EAC has continued to actively pursue a region-wide 

anti-counterfeiting regime; and second, the EAC anti-counterfeiting policy recommends a 

recordation system at the regional level as well. This discussion, thus, helps to envisage and 

understand the implications that a regional adoption of similar provisions may have particularly 

for the least developed country partner states which are not oblige to grant pharmaceutical 

patents until 2033. 

6.5.2 Likelihood of errors by enforcement authorities 

Pharmaceutical production in the region may also suffer from potential errors in the 

enforcement of borders measures by customs authorities or the inspectors appointed under the 

Kenyan ACA. This may occur for two reasons: first, the expansive definition of ‘counterfeiting’, 

which broadly covers all of trade mark counterfeiting, copyright piracy, patent infringement, 

and the infringement of other IP rights; and second, little to no knowledge by enforcement 

officers about the technicalities involved in determining the question of infringement of IP 

rights. The second deficiency in particular means that enforcement officers are more prone to 

making mistakes when enforcing allegedly infringed IP rights.  

The margin of error may be microscopic in cases of detention and seizure of imported 

pharmaceutical products based on trade mark counterfeiting because it is easier for 

enforcement officers to conclude that infringement or counterfeiting has occurred by simply 

comparing how identical the mark on the imported products is with that on the complainant’s 

product. However, even in these seemingly straightforward cases of trade mark counterfeiting, 

errors of judgment may still eventuate owing to the peculiar nature of pharmaceuticals: uses of 

identical marks may not be infringing if both marks are derived from the international non-

proprietary names of the base product.139 The German seizure of generic ‘Amoxicillin’ in the 

mistaken belief that the products infringed GlaxoSmithKline’s registered trade mark known as 

 
139 See Ho (n 25) 50. 
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‘Amoxil’ provides a perfect example of how the enforcement of trade mark counterfeiting by 

customs authorities may be problematic.140 

Cases of ordinary trade mark infringement, on the other hand, are even more problematic: while 

the mere use of confusingly similar marks on products may be indicative of infringement, the 

determination of the question of trade mark infringement by the court is more nuanced and 

complicated than that. This is because trade marks are sometimes registered with limitations 

on the scope of a proprietor’s exclusive rights.141 The technicalities involved in navigating 

these limitations undoubtedly exceed the knowledge of enforcement authorities who, unlike 

courts and parties’ attorneys, are not trained for this purpose. 

The most problematic scenario is when enforcement authorities are empowered to detain 

imported products, not only for trade mark counterfeiting and copyright piracy, but also for 

patent infringement. Most IP scholars concur that the procedure for determining patent 

infringement is so technical and complex that enforcement authorities should not be the 

determinants of whether in-transit or imported pharmaceutical products infringe patent 

rights.142 For instance, where a patent infringement claim is raised, a defendant may argue 

patent invalidity or maintain that the imported products do not fall within the purview of the 

claims formulated in the patent application. For pharmaceutical products, laboratory analysis 

may sometimes be required to ascertain if imported products are substandard and unsafe as 

alleged by a supposed patent owner.  

One likely response to the foregoing criticisms may be that the power to seize and detain is 

temporary and is subject to further appeal to judicial authorities. In other words, it may be 

contended that an importer has the opportunity to subsequently approach the court to challenge 

seizure or detention of their consignments. However, while this appellate option is available, it 

is important to point out that even where courts eventually override the decisions of customs 

authorities to seize and detain, the harm of delay would have already occurred. For instance, 

the resulting delay may affect production timelines (where active pharmaceutical ingredients 

are wrongly seized and detained) and, in some cases, may affect the quality of pharmaceutical 

 
140 See Dounis (n 111). 
141 Sometimes, a proprietor of trade mark may be made to disclaim certain parts of the proposed mark before 

registration will be granted. For instance, a proprietor may agree not to use certain shape or colour beyond the 

manner agreed in the disclaimer: in USPTO et al v Booking.com BV 591 US 140 (2020) the Supreme Court of the 

United States permitted the registration of booking.com as a trade mark with limited rights despite acknowledging 

that the mark is generic in the general sense, but had become distinctive through use. Similarly, an alleged infringer 

of trade mark may rely on legitimate trade mark defences such as prior user’s rights and honest concurrent uses. 
142 See Seuba (n 29) 10; Ho (n 25); Dounis (n 111); Musungu (n 74). 
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products, especially where it is required that such products be kept within a certain 

pharmaceutically required temperature in order to maintain efficacy.143      

Furthermore, while the in-transit provision in the Kenyan ACA is inchoate, any consideration 

to adopt it at the regional level must be weighed against its potential effects on access to 

pharmaceutical products. In no other place have the potential negative effects of in-transit 

provisions played out more clearly than the EU (Germany and Netherlands), where, between 

2008 to 2009, legitimate generic medicines were detained pursuant to the EU Reg 

1383/2003.144  The affected products were imported mostly from India (where they were 

unpatented) and headed for Brazil, Nigeria, Vanuatu and other developing countries (where 

they were also unpatented).145 These products were alleged to have infringed patents and trade 

marks duly protected in the transiting countries, even though there was no danger that the 

impugned consignments would be diverted into any of the EU markets.146 The consequence 

was that these consignments, much needed in their destination countries, were either destroyed, 

returned to originating countries, or abandoned at the transiting countries.147  

Even though the EU maintained that its in-transit provision was TRIPS-compliant, relying 

apparently on a controversial court-created theory of the ‘legal fiction of manufacturing’,148 it 

soon tacitly admitted the danger of this approach to generic pharmaceutical products by 

subsequently replacing Reg 1383/2003 with Reg 608/2013.149 The latter Regulation limits the 

use of the in-transit regime strictly to cases where the risk of diversion into any EU market is 

more than tenuous.150 This subsequent volte-face in the EU should give a strong indication to 

the EAC about the potential danger inherent in in-transit provisions. 

6.5.3 Misallocation of scarce resources 

The prevalent anti-counterfeiting measures proposed in the EAC and already in force in Kenya 

and Tanzania require significant financial resources to implement. These costly obligations 

include setting up a separate anti-counterfeiting authority; appointing new inspectors; 

 
143 Ibid. 
144 On the EU seizure and detention cases, see generally Seuba (n 29); Ruse-Khan (n 29); Abbott (n 73); Ho (n 

25). 
145 Ibid. 
146 Ibid.  
147 Ibid.  
148 This ‘assumes that the seized goods were manufactured in the Member State of transit and so have been 

released into free circulation and are thus on the market in that Member State’: see Dounis (n 111) 745-6; see also 

Nokia Corp. v. Her Majesty's Comm'rs of Revenue and Customs [2009] EWHC (Ch) 1903. 
149 See Reg 608/2013 (n 23). 
150 Ibid recital 11. 
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conducting trainings; acquiring new office buildings; and payment of staff as well as board 

members’ emoluments. 151  Given the fact that these resources will apply to fund the 

enforcement of private rights the vast majority of which are held by foreigners, it is difficult 

not to see this move as a misallocation of scarce government resources. Although it may be 

argued that the new system will also generate funds from initiatives such as the recordation 

system and payment of penalties under the Kenyan ACA, it is doubtful if this will be enough to 

run the massive operations of a separate anti-counterfeiting body.   

Moreover, it is difficult to reconcile this willingness to invest scarce government resources in 

enforcing private rights with the continuing complaints by the EAC of inadequate funding to 

prosecute other regional policies—EAC has repeatedly cited lack of funding as responsible for 

the slow implementation of the EAC PMP and the EAC Medicines Regulation Harmonisation 

Initiative.152 In the same vein, lack of funding has been blamed for insufficient supports to local 

pharmaceutical firms as well as the poor state of supporting infrastructural facilities across the 

region.153 It therefore appears paradoxical that the EAC and some partner states are willing to 

expend state resources on protecting private rights, while complaining of lack of funds to 

execute other policies which may be of direct benefit to the general public. 

6.6 IS A SEPARATE ANTI-COUNTERFEITING REGIME NECESSARY FOR THE EAC? 

It is the submission of this chapter that the EAC and its partner states may improve safety and 

quality standards, not only for pharmaceutical products but also for other products, without 

necessarily having to establish a separate and costly TRIPS-plus anti-counterfeiting regime. 

The alternative measures which may be adopted to address counterfeiting issues without 

compromising on the equally important objective of improved access to medicines are 

discussed below. 

6.6.1 Proposed alternative regional approach 

Preceding discussions have shown that anti-counterfeiting measures are not so much about 

regulating the standards or quality of products; rather, they focus on the enforcement of IP 

rights. Consequently, the EAC should consider an alternative approach under which it can 

fulfill its minimum enforcement obligations under TRIPS without having to create a separate 

 
151 See Kenya ACA (n 4) ss 3, 9, 11 and 22. 
152 See EAC PMP (n 2); EAC Policy on TRIPS Flexibilities (n 3). 
153 See EAC PMP (n 2). 
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TRIPS-plus anti-counterfeiting regime. One existing regional law which may be useful in this 

regard is the EAC Customs Management Act.154 This Act applies to the EAC Customs areas 

and establishes a Directorate of Customs tasked with the overall management and policy-

making on customs-related matters.155 At the partner state level, a Commissioner of Customs 

is to be appointed who in turn will appoint officers responsible for implementing the border 

provisions of the Act at the national level.156 Under section 7, an officer enjoys the powers, 

rights, privileges, and protection of a police officer, meaning such officer has, among others, 

the powers to stop, search, seize, detain and destroy imported products as may be necessary. 

Of direct usefulness to the current discourse is the section that criminalises ‘offences related to 

prohibited, restricted, and uncustomed goods’.157 Part A of the Second Schedule158 particularly 

lists ‘counterfeit goods of all kinds’ as one of the goods prohibited from importation. 

With few amendments, the provisions of the EAC Customs Management Act are largely 

sufficient to meet the minimum TRIPS enforcement obligations for IP rights. Two such 

amendments may be considered. First, a new section may be introduced, designating the IP 

laws of the importing partner state as the applicable law for determining if an imported product 

is ‘counterfeit’ and therefore infringing.159 This will reinstate recognition for the territorial 

nature of IP rights and respect the sovereign rights of each partner state to enact IP laws which 

reflect local circumstances.  

Second, to avoid the abuse of sovereignty among partner states, another amendment should 

introduce a working definition of ‘counterfeiting’ for partner states. For this purpose, the 

definition proposed under the EAC Competition (Amendment) Bill160 may be adopted because 

of its compliance with TRIPS’s construction of ‘counterfeiting’. However, in this case, a 

proviso should be added, stating explicitly that any suspected case of infringement of imported 

pharmaceutical products, other than clear cases of trade mark counterfeiting, must be referred 

to the appropriate national medicines regulatory authority (NMRA) for consideration. It is 

expected that the inclusion of such a proviso will limit, if not eliminate, cases of wrong 

interference with allegedly falsified and substandard pharmaceutical products. Additionally, 

 
154 EAC Customs Management Act 2004 (revised 2009). 
155 Ibid s 3.  
156 Ibid s 5(1) and (3). 
157 Ibid s 200. 
158 Titled ‘Prohibited and restricted imports generally’. 
159 This will be in line with the approach under the TRIPS: see TRIPS (n 1) art 52. 
160 See clause 3(a) and (b). 
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adopting this amendment will also put standard, safety and quality issues in the forefront of 

anti-counterfeiting measures for pharmaceutical products. 

6.6.2 Proposed alternative national approach 

Like the region, the EAC partner states can also meet their minimum enforcement obligations 

under TRIPS using existing national legislative framework. Not only is this approach TRIPS-

compliant, it also gives partner states the opportunity to substantially cede IP enforcement to 

rightsholders, while redirecting scarce resources to the fundamental problem of preventing 

substandard, inefficacious and unsafe pharmaceutical products from entering the market. 

Furthermore, using existing laws is good for pharmaceutical production since doing so will 

avoid the use of TRIPS-plus provisions at the borders and inside partner states to seize and 

detain imported pharmaceutical products. The existing laws which may be deployed for this 

purpose are the existing national customs laws, existing civil and criminal remedy framework 

under the current IP laws, and existing drug regulatory system.  

At the moment, each partner state has a customs authority which it confers with the tasks of, 

among others, monitoring the movement of goods, services and persons across its borders.161 

These authorities can be deployed to enforce TRIPS’s minimum borders measures obligations, 

namely the seizure and detention of imported goods which contain counterfeit trade marks or 

are products of copyright piracy. Similar to the regional approach, this will only require the 

introduction of minor amendments either in the existing customs law or IP laws. Proposed 

amendments should include restrictive definition of ‘trade mark counterfeiting’ and ‘copyright 

piracy’. Additionally, a separate section should expressly exclude the enforcement of other 

forms of IP rights from the jurisdiction of customs authorities. Such section should also provide 

for reference of cases of suspected trade mark counterfeiting involving pharmaceutical 

products to the NMRA in the affected jurisdiction. 

Second, where imported or locally manufactured pharmaceutical products are suspected of 

infringing IP rights, instead of encumbering the states with the responsibility of enforcing such 

alleged infringement, rightsholders should be sensitised and encouraged to deploy the existing 

civil and/or criminal IP laws to enforce their rights. Thus, a rightsholder can institute a trade 

mark or patent infringement suit under the extant industrial property laws. A question may arise 

 
161 See for instance: The Customs and Excise Act (Kenya) CAP 472 of 1978; Customs and Excise Act (Uganda) 

CAP 335 of 1977; The Excise (Management and Tariff) Act (United Republic of Tanzania) CAP 147 1954 (last 

revised 2008). 
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as to how rightsholders are expected to meet their evidentiary obligations in the absence of the 

search and seizure power of the Kenya-type anti-counterfeiting inspectors. This should not 

pose any unresolvable problem since courts are empowered under the common law to grant 

injunctions (preliminary, interlocutory or perpetual) to applicants who have fulfilled the 

requirements of grant.  

Thus, courts in jurisdictions without the Kenya-type Anti-Counterfeiting Authority have relied 

on common law power to grant special IP-related injunctions such as Anton Piller162 and 

Mareva163 to assist rightsholders to garner evidence required in proving their cases. The former 

authorises search, seizure and removal of evidence to the court, while the latter prohibits asset 

dissipation or removal of assets from jurisdiction to the detriment of a plaintiff. Upon grant, a 

successful applicant can then, under the authority of the court, enlist the service of the state 

authority (for instance, court bailiffs and police officers) to enforce these injunctions. In cases 

of criminal infringement, where trade mark counterfeiting is wilful, patent infringement 

intentional, and copyright materials pirated on a commercial scale, existing IP laws in the 

majority of partner states164 already provide for fines and prison terms. Hence, there is no need 

for a new regime of criminal punishment under a separate anti-counterfeiting regime.      

Third, the extant NMRAs in each of the EAC partner states will also be helpful in ensuring the 

government participation in the fulfilment of public health objectives such as eliminating 

falsified and substandard pharmaceutical products from circulation. For instance, where 

allegation of ‘counterfeiting’ is made in respect of pharmaceutical products or where such 

products are alleged to be falsified or substandard, the responsibility for investigating such 

allegation should rest on the pharmacovigilance unit of the affected country’s NMRA, since 

this unit is specially created for this purpose.165 Existing law166 in Kenya, for example, already 

authorises the Poison and Pharmacy Board to act in this situation; hence, empowering anti-

counterfeiting agency to perform the same role amounts to resource wastage and duplication 

of responsibilities.  

 
162See Anton Piller v Manufacturing Processes Ltd [1976] 1 All ER 779.  
163 This is also known as ‘freezing order’ and it took its name from the English Court of Appeal decision in Mareva 

Compania Naviera SA v International Bulkcarriers SA [1980] 1 ALL ER 213. 
164 Examples of these laws include The Industrial Property Act No 3 of 2001 (Kenya); The Industrial Property 

Act, Act 3 of 2014 (Uganda); The Protection of Intellectual Property Law No 31/2009 (Rwanda); The Patents 

(Registration) Act Chapter 217 of 1995 (Tanzania-Mainland); Industrial Property Act No 4 of 2008 (Zanzibar); 

Law Relating to Industrial Property, Law No 1/13 of 2009 (Burundi). 
165 Even the EAC Policy on Anti-Counterfeiting recognises the usefulness of the pharmacovigilance unit of the 

various NMRAs: see The EAC Policy on Anti-Counterfeiting (n 17) 26–7.  
166 See for instance: Food, Drugs and Chemical Substances Act, CAP 254 of 1965 (Kenya) (last reviewed in 2013). 
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By resorting to these alternative options, both partner states and the region can achieve 

improved outcomes without having to expend scarce public resources on the establishment of 

a separate anti-counterfeiting regime. This approach will presumably free more resources for 

the region and partner states which they can then divert to solving the access to medicines 

conundrum plaguing the region. 

6.7 CONCLUSION 

The EAC’s preference for a costly anti-counterfeiting regime presents a contradictory picture. 

On the one hand is a region which, through series of policies, professes a willingness to take 

maximum advantage of the TRIPS flexibilities to promote pharmaceutical production and 

improve access to essential medicines. On the other hand, however, the same region is 

strenuously pursuing policy and law to establish a TRIPS-plus anti-counterfeiting regime 

which is outrightly antithetical to the spirit of the recommendations to optimally use 

flexibilities under other regional policies. With a pharmaceutical industry that is fully reliant 

on the importation of active pharmaceutical ingredients and other excipients, it would have 

been expected that, in adopting a policy on anti-counterfeiting, the EAC would have first 

embarked on a cost-benefit analysis to assess prospective impacts on access to essential 

pharmaceutical products in the region.   

Going by the discussion in this chapter, it appears either that this vital cost-benefit analysis was 

never done, or that, if at all done, it lacked objectivity. This has apparently resulted in the region 

having a costly-to-implement anti-counterfeiting regime under which ‘counterfeiting’ is overly 

broadly defined, imported goods subject to in-transit seizure and detention, and a duplicitous 

recordation system is established. Moreover, the regime is based on a flawed assumption that 

a TRIPS-plus enforcement approach—masqueraded as anti-counterfeiting regime—is suitable 

for preventing substandard medical products from entering the chain of commerce. In contrast, 

however, not only did the chapter find no tangible nexus between IP-based anti-counterfeiting 

regime and quality control, it also found that this regime may actually negative the region’s 

access to medicines drive.  

It is further found that adopting a distinct anti-counterfeiting regime is, in terms of public 

benefit significance, superfluous. This is because the existing laws, both at the regional and 

partner state levels, are sufficient to meet the region’s enforcement obligations under TRIPS 

and to address the problem of substandard medical products in the region. In the final analysis, 

therefore, the only way to reconcile the pharmaceutical production objective of the region with 
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an anti-counterfeiting effort is to pursue the latter objective using existing laws. This approach 

is preferable because it is cheaper to implement, avoid conflicts among related policies, and 

does not require that the region or partner states surrender TRIPS flexibilities as the currently 

favoured approach clearly does.
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Chapter 7:  TRIPS Flexibilities and Regional Approach to Enhancing 

Pharmaceutical Production Capacity: Casting a Retrospective Glance and 

Charting a New Course 

7.1 INTRODUCTION 

The confounding and pervasive nature of the access to medicines conundrum in the East 

African Community (EAC) provoked in partner states the decisive resolve to address the issue 

from a regional perspective.1 The outcome of this collective determination is the EAC Regional 

Pharmaceutical Manufacturing Plan of Action (hereafter EAC PMP), a comprehensive plan 

adopted in 2011 with an initial implementation period of 2012–2016 and, subsequently, 2017–

2027.2 The primary objective of the EAC PMP is to improve access to medicines by enhancing 

the pharmaceutical production capacity of pharmaceutical firms domiciled in the EAC. 3 

Unambiguously identified as pivotal to the achievement of this objective is a well-coordinated 

approach to implementation which will also take cognisance of recommendations under other 

related policy initiatives.4 Related policies identified in the EAC PMP include policies on drug 

regulation, TRIPS flexibilities, incentive packages and policy coherence.5   

In compliance with the recommendation for a coordinated approach to implementation, the 

EAC adopted the EAC Medicines Regulation Harmonisation (EAC MRH) Initiative6 and the 

EAC Policy on TRIPS Flexibilities 7 —the former focusing on harmonisation of the drug 

regulation system, the latter on a coordinated approximation and optimal utilisation of the 

flexible obligations embedded in the World Trade Organisation Agreement for the Trade 

Related Aspect of Intellectual Property Rights (hereafter TRIPS).8 The EAC PMP (as the 

umbrella policy) together with the related policies has formed the fulcrum of the analyses in 

this thesis.  

 
1  See East African Community Regional Pharmaceutical Manufacturing Plan of Action 2017–2027 (EAC 

Secretariat) 2017, 28. 
2 Ibid.  
3 Ibid 9.  
4 Ibid 7. 
5 Ibid. 
6 See East African Community, African Medicines Regulatory Harmonisation Programme (AMRH): Launch of 

the East African Community Medicines Registration Harmonization (EAC MRH) Initiative Concept Note (EAC 

Secretariat) 2012. 
7 See East African Community Regional Intellectual Property Policy on the Utilisation of Public Health-Related 

WTO-TRIPS Flexibilities and the Approximation of National Intellectual Property Legislation (EAC Secretariat) 

2013. 
8 See Marrakesh Agreement Establishing the World Trade Organisation, opened for signature 15 April 1994, 

1869 UNTS 299 (entered into force 1 January 1995) annex 1C (Agreement on Trade-Related Aspects of 

Intellectual Property Rights). 
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Meanwhile, of all these policies, the EAC Policy on TRIPS Flexibilities received the most 

attention. This is because of the central role that intellectual property (IP) rights play in the 

pharmaceutical industry; hence, a heightened IP protection regime could potentially limit the 

ability of local pharmaceutical firms to aspire to having their capacities enhanced. To foster an 

appropriate balance between the protection of IP rights and access to the needed technologies 

by emerging pharmaceutical firms, chapters two, three and four of the thesis were devoted to 

understanding the TRIPS regime. Specifically, chapter two embarked on a historical account 

of how TRIPS emerged, its role in defining the international pharmaceutical patent regime, and 

its potential implications for access to medicines decisions in the EAC. Chapters three and four 

then regionally contextualised the discussion of the TRIPS system by first critiquing the EAC 

Policy on TRIPS Flexibilities and subsequently examining the responses of the EAC partner 

states to the regional recommendations.  

Though chapter five also partially examined the use of TRIPS flexibilities, its principal focus 

was on the viability question vis-à-vis pharmaceutical production within a regional setting. The 

chapter thus extensively analysed the core guidelines espoused in the EAC PMP with a view 

to ascertaining whether the EAC partner states adopt a coordinated approach to implementation 

as recommended.9 To answer this question, chapter five explored the other related policy 

initiatives mentioned in the EAC PMP—the EAC MRH, the EAC Policy on TRIPS 

Flexibilities, the EAC Model on Incentive Packages and the theme of policy coherence. 

Considering the growing popularity for anti-counterfeiting legislation in the EAC, chapter six 

analysed the proposed regional framework for addressing counterfeit issues as well as the 

approach favoured by the two EAC partner states where anti-counterfeiting laws have already 

taken root. The vexed question considered in chapter six was whether (and if so how) the EAC 

can reconcile a pharmaceutical production plan, which is based on an optimal use of TRIPS 

flexibilities, with an anti-counterfeiting regime, which promotes TRIPS-plus enforcement 

obligations. 

In view of these prior appraisals, this final chapter seeks to conclude the thesis by, in the second 

section, identifying and summarising the crucial findings deducible from these prior 

evaluations. Section three then offers some recommendations (most of which have already been 

discussed in different chapters) which, if properly implemented, could make the EAC approach 

 
9 See chapter five, section 5.3. 
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to pharmaceutical production more viable. Section four concludes both this chapter and the 

thesis. 

7.2 REITERATING THE MAJOR FINDINGS OF THE THESIS 

Following an in-depth evaluation of the EAC framework for upgrading pharmaceutical 

production capacity and access to medicines, this section reflects on the crucial findings which 

emanate from this exercise. Collectively, these findings provide answers to the five research 

questions set out at the beginning of the thesis. 

7.2.1 TRIPS and GATT MFN principles may hold the key to a future multilateral IP treaty 

One of the prominent findings of the thesis (per chapter two) is that IP maximalist WTO 

members may rely on a combined use of TRIPS and GATT MFN principles to integrate TRIPS-

plus obligations as future amendments into TRIPS.10 The rationale for this submission is not 

far-fetched. As the chapter explained, the two MFN principles form part of the WTO non-

discrimination framework.11 TRIPS MFN operates within the sphere of IP rights and mandates 

the extension of any ‘favour’, ‘advantage’ or ‘privilege’ applicable between select WTO 

members to all WTO members.12 On this basis, TRIPS-plus obligations often found in bilateral 

or plurilateral free trade agreements (FTAs) are ‘favours’ and ‘advantages’ which must be 

extended to all WTO members to avoid discrimination.13 In the same vein, GATT MFN, as a 

general rule, precludes the application of discriminatory tariffs and customs duties among 

WTO members, so that any reduced tariff or customs duty applied to a group of WTO members 

must be extended to all WTO members.14       

Chapter two, however, noted that GATT MFN has a unique exception which makes it a ready 

tool, when used in concert with TRIPS MFN, for gradually ratchetting up IP obligations within 

the TRIPS system.15 As earlier explained, GATT MFN exception allows WTO members who 

are in a customs union or an FTA to apply lower tariffs and custom duties among themselves 

 
10 See chapter two, section 2.3. 
11 See Marrakesh Agreement Establishing the World Trade Organization, opened for signature 15 April 1994, 

1867 UNTS 190 (entered into force 1 January 1995) annex 1A (hereafter GATT) art 1; TRIPS (n 8) art 4. 
12 TRIPS (n 8) art 4. 
13 See A Kamperman Sanders and D Shabalala, ‘Intellectual Property Treaties and Development’ in D Gervais 

(ed) Intellectual Property Trade and Development (Oxford University Press, 2014) 68; Keith E Maskus and 

Jerome H Reichman, ‘The Globalization of Private Knowledge Goods and the Privatization of Global Public 

Goods’ (2004) 7(2) Journal of International Economic Law 279, 281. 
14 GATT (n 11) art 1. 
15 See chapter two, section 2.3. 
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without having to extend the same to other WTO members—subject to some conditions.16 The 

implication of this is that WTO members who have joined bilateral or plurilateral FTAs could 

legitimately discriminate by adopting two terms of trade: the more favourable terms applying 

among themselves and the less favourable terms applying to other WTO members. Thus, 

TRIPS MFN provides the legal authority for extending TRIPS-plus obligations to all WTO 

members, while GATT MFN exception offers legality to the application of discriminatory trade 

terms amidst a small number of WTO members. 

This possibility of using TRIPS and GATT MFN principles to approbate and reprobate has 

seen many WTO members conclude FTAs.17 Apart from their favourable trading terms, FTAs 

are known to also include IP chapters which often contains TRIPS-plus obligations. In practical 

terms, this combined use of the two principles leaves a stark reality, namely, any WTO member 

willing to benefit from favourable trading terms in FTAs must subscribe to TRIPS-plus IP 

obligations which often accompany these FTAs. This reality has given impetus to the 

conclusion of FTAs between the low and middle income countries (LMICs) WTO members—

who often covet favourable trading terms—and the IP maximalist WTO members.18  

In summary, chapter two submitted that a dexterous use of the above strategy may provide a 

pathway to ratchet up the international IP obligations. This may be achieved through the 

following sequence: many WTO members are already parties to FTAs; more FTAs are being 

negotiated and will be concluded in the future; an IP chapter enacting TRIPS-plus obligations 

is a hallmark of each FTA; if this trend continues, it is reasonable to expect that in the nearest 

future a majority of WTO members would have ratified one or more FTAs; and finally, the 

expected wide support for TRIPS-plus obligations among WTO members at this stage should 

potentially make it easy to introduce TRIPS-plus obligations into TRIPS through 

amendments.19           

 
16 For a customs union, the applicable duties and other charges payable by non-members ‘shall not on the whole 

be higher or more restrictive than the general incidence of the duties and regulations of commerce applicable… 

prior to the formation of such union….’ A similar condition applies for FTAs: see GATT (n 11) art XXIV (5) (a)–

(b). 
17 For instance, it is estimated that approximately 300 FTAs have been negotiated globally, see <bilaterals.org/?-

ftas->.  
18 For instance, the number of active FTAs involving the US is 14 with some of the members including LMICs 

such as Bahrain, Chile, Colombia, Costa Rica, Dominican Republic, El Salvador, Mexico, Morocco and Singapore. 

Australia has the same number of active FTAs most of which are concluded with LMICs. The European Free 

Trade Association has also concluded 29 FTAs with 40 countries and/or territories: see generally <trade.gov/free-

trade-agreements>; <dfat.gov.au/trade/agreements/Pages?trade-agreements>; <efta.int/Free-Trade/Free-Trade-

Agreements-510711>.  
19 See chapter two, section 2.3. 
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7.2.2 Globalised patent regime influences access to medicines decisions in the EAC 

The thesis traced the foundation of the current globalised pharmaceutical patent regime to 

TRIPS and pointed out that the regime has continued to be influenced by FTAs, which have 

become popular among some of the WTO members.20 At the centre of this new regime is the 

mandatory obligation imposed on members to make patent protection available to inventions 

in all fields of technology.21 In what is a first, this obligation ended the discretion that countries 

once had under the Paris Convention for the Protection of Industrial Property (hereafter the 

Paris Convention) to determine whether to offer patent protection and, if yes, what fields of 

technology should benefit from such protection.22 At a macro level, this new regime has been 

overwhelmingly criticised for its supposed adverse implications for access to medicines. 1331F

23 In 

the EAC context, the thesis found that this global regime could affect access to medicines 

decisions in the EAC in the following ways.        

• It legitimises foreign influence on EAC IP rule-settings.24 Prior to the new regime, 

high income countries like the United States (US) had exerted influence on national 

IP laws using preferential trade agreements. The modus operandi was to grant 

moderate market access for selected products from EAC partner states into, for 

example, the US in return for an undertaking by the former to maximally protect the 

US IP rights. While this practice was tolerated prior to TRIPS, it often carried with 

it a tinge of illegitimacy. The thesis has contended that the emergence of TRIPS 

changes this perception. This is because, even though the US continues to subject 

access to its market for selected EAC products to the protection of IP rights, the IP 

rights to be so protected are now well-defined in TRIPS, which is binding on the 

EAC partner states (except South-Sudan). 

• The inclusion of TRIPS-plus IP chapters in FTAs could limit the number of WTO 

countries where some of the TRIPS flexibilities could be used.25 This implication 

arises from the fact that TRIPS-plus FTAs often limit the grounds for using 

 
20 See chapter two, section 2.3. 
21 TRIPS (n 8) art 27(1). 
22 See Paris Convention for the Protection of Industrial Property (as last revised at the Stockholm Revision 

Conference), signed 20 March 1883, 828 UNTS 305 (entered into force 7 July 1884), arts 2, 4, and 5. 
23 See for instance, Ellen ‘t Hoen et al, ‘Driving a Decade of Change: HIV/AIDS, Patents and Access to Medicines 

for All’ (2011) 14 Journal of the International AIDS Society 15; Daniel Gervais, The TRIPS Agreement: Drafting 

History and Analysis (Sweet & Maxwell, 4th ed, 2012); Peter Drahos and John Braithwaite, Information Feudalism: 

Who Owns the Knowledge Economy? (New Press, New York, 2003). 
24 See chapter two, section 2.4.1.  
25 See chapter two, section 2.4.2. 
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compulsory licensing and bar the use of parallel importation. TRIPS-plus provisions 

also often have the cumulative effect of delaying the entry of generic medicines into 

the market. The thesis thus opined that, even though the EAC partner states have not 

joined any FTA with implications for IP protection, they may still indirectly bear 

the brunt of TRIPS-plus obligations because of the practical implication of TRIPS 

MFN principle on WTO members. 

• The oft-cited rationale for the conclusion of TRIPS was that it would incentivise 

innovation, foster technology transfer and promote foreign direct investment, 

especially in LMICs. In pursuit of these outcomes, the thesis found that not only 

have the EAC partner states implemented the minimum TRIPS obligations, but 

some of them have also implemented higher obligations than required, and in some 

cases, have surrendered flexibilities to which they are otherwise entitled.26 

• Lastly, it was observed that TRIPS could threaten the continued existence of the 

Indian generic market, which is the principal import destination for the EAC partner 

states.27 Though India has maximally utilised the TRIPS flexibilities to ensure it 

remains the pharmacy of LMICs, the thesis found that the generic industry in India 

is under attack from three fronts: pharmaceutical multinational corporations which 

often discourage Indian generic firms from using TRIPS flexibilities; the US, which 

has continuously badgered India for optimally using TRIPS flexibilities; and the fear 

which arises from the possibility of India joining TRIPS-plus FTAs. 

7.2.3 TRIPS also contains adequate policy space which willing WTO members may deploy   

As the first and only multilateral IP treaty to mandate its signatories to offer minimum 

substantive IP obligations, TRIPS has been criticised as the agreement used in exporting a 

higher IP regime to many LMICs and to curtail the broad policy space previously available to 

countries under the Paris Convention.28 This alleged reduction in policy space has particularly 

been blamed for the exacerbation of the access to medicines conundrum in LMICs.29 While not 

dismissing this criticism, the thesis maintained that the TRIPS regime creates a balanced 

system for the benefit of all signatories. For instance, the resulting system, on the one hand, 

allows IP maximalist members to legislate IP obligations which exceed TRIPS minimum and, 

 
26 See chapter two, section 2.4.3. 
27 See chapter two, section 2.4.4. 
28 ‘t Hoen et al (n 23); Gervais (n 23); Drahos and Braithwaite (n 23).   
29 Ibid.  
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on the other, it does not preclude any willing WTO member from invoking TRIPS flexible 

obligations as policy tools for addressing issues of national importance such as public health—

subject to compliance with the necessity and consistency tests.30 In reaching this submission, 

the thesis relied on a combined reading and construction of the provisions of TRIPS articles 1, 

7 and 8 as well as the declarations by WTO members under the Doha Declaration on TRIPS 

Agreement and Public Health.31 Nevertheless, the thesis acknowledged that actual use of these 

flexibilities may sometimes be hindered by the use of subtle economic or political pressures by 

high income countries.32         

7.2.4 The EAC Policy on TRIPS Flexibilities could improve in some areas  

The EAC Policy on TRIPS Flexibilities offers comprehensive recommendations to partner 

states on how to collectively construe TRIPS flexible obligations in a manner that will serve 

the regional goal of enhancing pharmaceutical production capacity.33 The perception in this 

thesis, following an overall assessment of this policy, is that most of its recommendations are 

well-considered. This is because these recommendations reflect international best practices for 

construing TRIPS obligations by countries which intend to convert the TRIPS flexibilities into 

policy tools for promoting access to medicines. The thesis particularly commended the 

adaptation of some of the recommendations to suit the peculiar/local circumstances of the EAC 

partner states.34        

Notwithstanding the above positive observations, the thesis pointed out that the 

recommendations on inventive step, disclosure requirements, opposition procedure and the 

exhaustion regime fall short of expectations either because they are not comprehensive enough 

or because they fail to take cognisance of certain EAC-specific circumstances.35 For instance, 

the recommendation on inventive step is quite scanty, as it fails to provide guidance on 

important provisions such as the definition of common general knowledge and the scope of the 

prior arts against which a proposed invention should be tested.36 Similarly, when assessing 

whether the inventiveness threshold has been reached, this recommendation requires the use of 

 
30 ‘t Hoen et al (n 23); Gervais (n 23); Drahos and Braithwaite (n 23); Dianne Nicol and Olasupo Owoeye, ‘Using 

TRIPS Flexibilities to Facilitate Access to Medicines’ (2013) 91 Bulletin of the World Health Organisation 533. 
31 See chapter three, section 3.2. 
32 See chapter two, section 2.4.1. 
33 See EAC Policy on TRIPS Flexibilities (n 7). 
34 For instance, the recommendations on research tools and exclusion of natural substances from patentable 

subject-matter: see chapter three, sections 3.3.3 and 3.3.4.  
35 See chapter three, sections 3.3.2 and 3.3.7, 3.3.8 and 3.3.9.  
36 Ibid section 3.3.2. 
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an unrealistic standard of a person highly skilled in the relevant art. The generally acceptable 

international standard has been that of a person of ordinary skill.37  As for the disclosure 

requirements, it has been observed in this thesis that the EAC approach over-emphasises the 

‘modes of disclosure’ and ‘best mode’ disclosure, while ignoring the real kernel of TRIPS 

obligation, namely, ensuring that a proposed invention is disclosed ‘in a manner sufficiently 

clear and complete’.38     

Furthermore, the proposals on the opposition procedure and exhaustion regime are emblematic 

of the EAC’s failure to factor regional realities into some of its proposals. The thesis noted that 

the use of pre- and post-grant opposition procedures in India may have worked because of the 

innovative capability already prevalent in the Indian pharmaceutical industry, compared to the 

EAC, where policies are just being instituted to augment basic pharmaceutical production 

capacity.39 The implication of this, as noted in this thesis, is that as a region which heavily 

relies on foreign inventors, the EAC could not afford to scare inventors away by adopting over-

rigorous opposition procedures which may cause inordinate delay for patent applicants.40 On 

the other hand, even though the EAC recommends an international exhaustion regime, it was 

revealed that this approach may not produce the expected results for the EAC partner states.41 

The reason for this is that, as a region overwhelmingly represented by least developed countries, 

multinational pharmaceutical corporations are more likely to price-discriminate in the EAC 

market than they will be willing to do elsewhere.42             

7.2.5 National implementation of EAC Policy on TRIPS Flexibilities is disjointed  

As indicated throughout this thesis, an effective and optimal implementation-cum-utilisation 

of TRIPS flexibilities is essential to the realisation of the pharmaceutical production goal of 

the EAC. The EAC Policy on TRIPS Flexibilities was adopted by the EAC to achieve this 

end.43  In addition, the policy also underscores the need for the partner states to adopt a 

coordinated approach to implementation, as failure to do so may defeat the whole essence of 

adopting a regional approach. 44  Following a methodical and comparative analysis of the 

implementing laws enacted by the EAC partner states, the thesis discovered that national 

 
37 Ibid.  
38 Ibid section 3.3.7. 
39 Ibid section 3.3.8. 
40 Ibid.  
41 Ibid section 3.3.9. 
42 Ibid.  
43 See EAC Policy on TRIPS Flexibilities (n 33). 
44 Ibid.  
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responses have remained largely uncoordinated, thereby making a collective use of some of 

these flexibilities impossible.45 Table 7.1 summarises this disjointed national implementation. 

Table 7.1: Incoherent implementation of TRIPS Flexibilities by EAC partner states 

7.2.6 Pharmaceutical production is gaining traction in LMICs, including the EAC 

Until recently, the idea of LMICs investing in pharmaceutical production had been met with 

strong cynicism, with critics citing the lack of economies of scale, an ineffectual drug 

 
45 See chapter four, section 4.2. 

Flexibilities Comments on partner states responses 

Mailbox system Uganda and Tanzania-Zanzibar enact this, despite regional recommendation against it 

Transition period Though available to all LDC partner states, Tanzania-Mainland does not implement it 

Inventive step Tanzania-Zanzibar adopts the standard of a person highly skilled, while other partner 

states use the standard of a person of ordinary skill 

Research exception • Permitted for commercial & non-commercial uses without limitation to uses intended 

to generate new knowledge (Uganda & Tanzania-Zanzibar) 

• Other partner states only exclude for non-commercial uses  

Bolar exception • Only Uganda, Burundi & Tanzania-Zanzibar follow the regional recommendation 

• Kenya, Tanzania-Mainland & Rwanda have no provision 

Test data Burundi & Tanzania-Zanzibar adopt both misappropriation & data exclusivity 

regimes instead of a misappropriation regime recommended and adopted by others  

Disclosure • Kenya, Uganda, Tanzania-Mainland, Tanzania-Zanzibar & Rwanda all provide for 

‘best mode’ (region recommended) 

• Burundi does not 

Opposition procedure • Uganda adopts pre- & post-grants opposition procedures (region recommended) 

• Tanzania-Zanzibar & Burundi adopt pre-grant only 

• Kenya, Tanzania-Mainland & Rwanda adopt none 

Exhaustion regime • Kenya, Uganda & Tanzania-Zanzibar adopt international exhaustion regime 

unconditionally (region recommended) 

• Burundi adopts international exhaustion regime, but subjects use of parallel 

importation to Ministerial approval 

• Tanzania-Mainland adopts national exhaustion regime, but allows the use of parallel 

importation if approved by a designated authority 

• Rwanda adopts national exhaustion regime, but allows the use of parallel importation 

only after satisfying some stringent conditions 

Compulsory licensing • All partner states grant compulsory licensing for individual and government uses 

• Factors such as prior negotiation, compensation, prohibiting injunctive relief, & using 

administrative grant authority are differently construed among partner states 

• Only Uganda, Tanzania-Zanzibar, & Burundi have some provisions on the 

compulsory-licensing-for-export regime  

TRIPS-plus • Uganda & Kenya provide for patent linkage during marketing approval process 

(contrary to regional recommendation) 

• Burundi & Tanzania-Zanzibar provide for patent term adjustment (contrary to 

regional recommendation) 
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regulatory system, and insufficient technological capacity in support of their opposition.46 

Even though the thesis admitted that these criticisms remain valid to a certain extent, it 

nonetheless submitted that the global community is becoming more receptive of the possibility 

of LMICs making their own medicines.47 The thesis attributed this attitudinal change to two 

important developments: (1) global support from governmental, non-governmental and inter-

governmental organisations; and (2) the emergence of new realities in LMICs.48  

The international organisations identified by the thesis as being behind the first development 

include the World Health Organisation, the United Nations Industrial Development 

Organisation, the United Nations Conference on Trade and Development, the International 

Centre for Trade and Sustainable Development, the European Union, the Organisation for 

Economic Cooperation and Development and the African Union, all of which have continued 

to support the idea of pharmaceutical production in LMICs in different ways.49 The second 

development relates to some emerging realities which make it difficult to entirely deny the 

viability of pharmaceutical production in some LMICs. Specifically mentioned and discussed 

under the second development are the following factors: 

• the potential disruptive effects that TRIPS has on import markets often patronised by 

LMICs;  

• several academic findings which indicate that LMICs (and Africa in particular) are fast 

becoming emerging markets for pharmaceutical production;  

• the negligible percentage of research and development (R&D) spending which goes 

into the diseases of LMIC populations; and  

• the fact that investing in local production could result in additional benefits for 

LMICs.50  

 
46  See generally: Roger Bate, Local Pharmaceutical Production in Developing Countries: How Economic 

Protectionism undermines Access to Quality Medicines (Discussion Paper No 1/2008, Campaign for Fighting 

Diseases, January 2008) 3 & 6; Warren Kaplan and Richard Laing, Local Production of Pharmaceuticals: 

Industrial Policy and Access to Medicines (The International Bank for Reconstruction and Development/The 

World Bank, 2005). 
47See chapter five, section 5.2.  
48 Ibid sections 5.2.1 and 5.2.2. 
49 Ibid section 5.2.1.  
50 Ibid section 5.2.2. 
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It was found in this thesis that both of these developments are playing out in the EAC in 

different degrees. It was then concluded that investing in pharmaceutical production is a 

justified decision for the EAC.         

7.2.7 Though the EAC PMP adopts a holistic approach, implementation remains problematic   

One important point reiterated throughout the EAC PMP is the importance of a holistic 

approach to implementation.51 Thus, not only must the roadmap provided in the EAC PMP be 

religiously followed, but also the implementation of the propositions contained in other related 

policies must be in consonance with the purpose of the EAC PMP.52 The thesis especially noted 

and lauded the all-encompassing approach adopted by the EAC PMP.  

Regrettably, however, an examination of the extent to which the EAC partner states have 

complied with the EAC PMP roadmap produced the illation that a coordinated implementation 

among the EAC partner states remains elusive.53 The findings of the thesis on the current 

problematic state of implementation are summarised as follows. 

• Drug regulation: the EAC PMP recommends the harmonisation of the drug regulatory 

system among the EAC partner states with a mutual recognition of assessment 

outcomes as the final destination.54 However, the goal of mutual recognition is still 

far from being realised, even though joint assessment of dossiers and joint inspection 

of manufacturing plants for compliance with Good Manufacturing Practices have 

commenced. 55  The thesis also found that this joint assessment system is only 

applicable in Kenya, Uganda and Tanzania, and further that the final assessment report 

issued at the end of this procedure is not binding on the national medicines regulatory 

authorities (NMRAs) of each of the three participating partner states.56    

• TRIPS flexibilities: as indicated above, the approach to incorporating TRIPS 

flexibilities at the national level not only varies among partner states, but is also a far 

cry from the regionally recommended approach.57 The outcome is chaotic national 

responses leading to some flexibilities being maximally implemented, some not fully 

 
51 See EAC PMP (n 1) 9. 
52 Ibid.  
53 See chapter five, section 5.3.  
54 See chapter five, section 5.3.1. 
55 Ibid.  
56 Ibid.  
57 See Table 7.1 above. 
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explored, while some are TRIPS-plus.58 In cases where flexibilities have been fully 

enacted into national laws, the thesis found many instances of non-use both by 

pharmaceutical firms, the intended beneficiaries of these flexibilities, and national 

procurement agencies, which could have invoked TRIPS article 31bis regime to 

promote pool-procurement of generic pharmaceutical products. 59  This lack of 

harmonisation in national responses, coupled with non-utilisation in cases where 

flexibilities have been nationally approximated are expected to slow down the 

successful implementation of the EAC PMP.          

• Incentive packages: the EAC PMP recommends the adoption of an EAC Model on 

Incentive Packages to replace the current fragmented approach noticeable across the 

region.60 With the proposed approach, all the pharmaceutical firms located in the 

region will benefit from the same incentives regardless of the partner states in which 

they are actually located.61 An analysis of existing regional literature on the subject as 

well as interviews with pharmaceutical stakeholders revealed that this 

recommendation is yet to receive any significant attention.62 

• Policy coherence: despite the revised EAC PMP identifying policy incoherence as one 

of the main problems of the original EAC PMP and strongly suggesting that coherence 

be ensured in implementing all the EAC policies on pharmaceutical production,63 the 

thesis found that policy incoherence remains the main bane of the proposed regional 

approach. 64  For instance, Table 7.1 above perfectly illustrates the incoherent 

implementation of TRIPS flexibilities among the EAC partner states. Notable 

examples which can be gleaned from Table 7.1 include the following: only three 

EAC partner states are actively involved in implementing the EAC MRH Initiative, 

while mutual recognition remains a pipe dream; the currently applicable incentives in 

partner states are fragmented; and, lastly, national responses on innovation and R&D 

development remain lopsided.65     

• Innovation and R&D development: the priority actions listed in the EAC PMP for 

achieving this theme include ensuring south-south and north-south collaborations, 

 
58 See chapter five, section 5.3.2. 
59 Ibid.  
60 EAC PMP (n 1) 36. 
61 Ibid.  
62 See chapter five, section 5.3.3. 
63 EAC PMP (n 1) 36. 
64 See chapter five, section 5.3.3. 
65 Ibid. 
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technology transfers, trainings aimed at improving skill sets for pharmaceutical 

manufacturing and innovation.66 After reviewing national responses on this theme, the 

thesis found that some progress has been recorded on south-south cooperation, 

trainings and technology transfers.67 However, it also found that the training centres 

set up in Tanzania were not being used to their fullest capacity both by pharmaceutical 

firms and other relevant local experts.68 On technology transfer, the thesis observed 

that owing to lack of absorptive capacity and inadequate protection and enforcement 

of IP rights, pharmaceutical firms in the region could only benefit from basic as 

opposed to sophisticated technology transfer.69  

Eventually, this wide gap in regional responses to the EAC PMP and associated policies is 

expected to have a negative impact on the realisation of the regional goal of boosting 

pharmaceutical production capacity.       

7.2.8 The EAC anti-counterfeiting regime will harm access to medicines 

Having analysed the prevailing anti-counterfeiting legislation and policy in the EAC, the thesis 

observed that the philosophy embedded in the regional anti-counterfeiting framework is 

contradictory to the principles forming the core of the EAC framework for improving 

pharmaceutical production capacity.70 While the latter recommends a maximal use of TRIPS 

flexibilities, the success of the former is largely contingent on an embracement of TRIPS-plus 

enforcement provisions.71 The adoption of a TRIPS-plus approach has been criticised in this 

thesis for a number of reasons, namely: it is expensive to implement; it is ill-suited for countries 

of the EAC’s status which are net-importers of IP rights; and it prioritises the protection of IP 

rights over the prevention or elimination of falsified and substandard imported/locally 

produced drugs from circulation.72 

The thesis identified three controversial provisions of the EAC anti-counterfeiting framework 

which may have negative implications for access to medicines: an overly broad definition of 

counterfeiting; TRIPS-plus border measures; and a recordation system under which 

imported/locally produced medicines may be regarded as ‘counterfeits’ simply for failing to 

 
66 EAC PMP (n 1) 36. 
67 See chapter five, section 5.3.4. 
68 Ibid. 
69 Ibid.  
70 See chapter six, sections 6.3, 6.4, 6.5 and 6.6. 
71 See The EAC Policy on Anti-Counterfeiting, Anti-Piracy and other IPR Violations (EAC Secretariat) 2010. 
72 See chapter six, sections 6.3, 6.4, 6.5 and 6.6. 
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carry government-issued anti-counterfeiting devices.73 In closing, the thesis determined that 

these controversial anti-counterfeiting provisions could inhibit access to medicines in three 

ways: first, by creating confusion in the choice of applicable laws for determining the question 

of infringement; second, the adoption of TRIPS-plus border measures confers customs 

authorities with adjudication power over IP rights infringement, ignoring the fact that they lack 

the requisite expertise to efficiently perform this task; and third, by adopting a TRIPS-plus anti-

counterfeiting regime, the region misallocates scarce resources, which could otherwise have 

gone into executing the region’s pharmaceutical production policies.74 

7.3 SUGGESTIONS FOR A REVITALISED REGIONAL FRAMEWORK 

The summary of the crucial findings of the thesis in section 7.2 above lays bare the different 

aspects of the EAC framework which yearn for remedial reactions. It is based on these findings 

that this section proffers five recommendations deemed essential to addressing the identified 

weaknesses of the existing framework. While some of these recommendations are general in 

nature, others are specifically targeted at explicit shortcomings in individual policies and 

national legislation forming the bedrock of the EAC pharmaceutical production regime. It 

should be noted that the specific recommendations were already considered in different 

chapters of the thesis; hence, the purpose of this section is to collate and reiterate those 

recommendations.      

7.3.1 Political will as the missing piece in the national implementation puzzle 

The principal recommendation, the implementation of which will certainly have a domino 

effect on other recommendations, is the urgent need among the governments of EAC partner 

states to muster the political will required to efficiently implement the regional policy directives 

at national level. While the propositions espoused in the regional framework are by no means 

impeccable, one can safely submit from earlier analysis that they significantly align with 

international best practices in the different subject areas covered by the EAC framework. It 

therefore follows that the slow pace of progress signalled by the implementation barometer of 

the regional framework is not due to the failure of the framework itself; rather, it is largely due 

to lack of political will to act by the EAC partner states.  

 
73 Ibid sections 6.3 and 6.4. 
74 Ibid section 6.5. 
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Scholars have traced the origin of a lack of political will, which defines national responses to 

regional policies in the EAC, to the resolved decision of the EAC partner states to approbate 

and reprobate at the same time.75 This inference is inevitable given the apparent contradictions 

between what the EAC partner states profess to do and what they actually do. For instance, the 

EAC partner states willingly accede to an EAC Treaty which establishes a binding regional 

framework; make public statements in support of regional integration; undertake to cede a 

modicum of their sovereignty to a supranational system created pursuant to the regional 

arrangement; and agree to be bound by and implement regional directives. In reality, however, 

the EAC partner states have held on to the concept of sovereignty in the absolute sense as 

evidenced in their frequent disregards of regional directives and the incessant promotion of 

protectionist measures designed to benefit their nationals.76 Some specific instances of this 

phenomenon are discussed below.  

At a broader policy level, the actual responses of the EAC partner states to the provisions of 

the EAC Customs Union Protocol and the EAC Common Market Protocol perfectly illustrate 

the wide chasm between partner states’ regional undertakings and their national actions. 1385F

77 

These protocols require trade liberalisation among the EAC partner states, including free 

movement of persons, goods and services.78 According to the EAC Treaty, the provisions of 

these protocols have binding effects on the partner states and superseded any equivalent 

national provisions.79 In practice, however, the partner states have continued to impose non-

tariff barriers on one another, thereby curtailing free movement of goods and services, contrary 

to assumed EAC obligations.80 As a matter of fact, trade and border wars are now rife in the 

 
75 See for example Wanyama Masinde and Christopher Otieno Omolo, ‘The Road to East African Integration’ in 

Emmanuel Ugirashebuja et al (eds), East African Community Law: Institutional, Substantive and Comparative 

EU Aspects (Brill Nijhoff, 2017) 8; Stefan Reith and Moritz Boltz, ‘The East African Community: Regional 

Integration Between Aspiration and Reality’ (2011) Kas International Reports 91; Patricia Mukiri Mwithiga, ‘The 

Challenges of Regional Integration in the East Africa Community’ in Adam B Elhiraika, Alan CK Mukungu and 

Wanjiku Nyoike (eds), Regional Integration and Policy Challenges in Africa (Palgrave Macmillan 2015) 89 
76 According to Mwithiga, ‘The fear of the loss of sovereignty is one of the greatest impediments to regional 

integration’, see Mwithiga (n 75) 90. 
77 The EAC Customs Union Protocol was adopted in 2005 while the EAC Common Market Protocol was adopted 

in 2010.  
78 See EAC Customs Union Protocol 2005, parts B and C; EAC Common Market Protocol 2010, parts B, C and 

D. 
79 See East African Community Treaty signed 30 November 1999 (entered into force 7 July 2000) art 8(4). 
80 See generally ‘East African Community’s Trade Conundrum’, The Economist Intelligence Unit (online, 15 

September 2017); ‘Truce on Trade is Short-lived’, The Economist Intelligence Unit (online, 28 July 2017); Ronald 

Musoke, ‘East African Trade Wars’, The Independent (online, 10 December 2018). 
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region, with Kenya and Tanzania,81 Kenya and Uganda,82 and Rwanda and Uganda83 all at 

loggerheads. As these trade wars proliferate, coupled with the recent decision by Kenya to 

negotiate an FTA with the US without involving other partner states,84 experts have begun to 

contemplate the possibility of another lack-of-political-will induced collapse of the EAC owing 

to the incessant failure of the EAC partner states to fully honour their regional obligations and 

interact with the international community as a collective.85    

The implementation of TRIPS article 31bis (pooled procurement) offers another example of 

the EAC partner states being big on rhetoric while falling short on the important political 

energy necessary to see through actual implementation.86 Even though the representatives of 

the procurement agencies interviewed in the region admitted that implementing this regime 

could substantially reduce importation cost for active pharmaceutical ingredients, excipients 

and finished formulations, the lack of political will and a stronghold on absolute sovereignty 

were cited as the main reasons for non-implementation.87  According to the interviewees, 

governments of partner states could not agree on a regional framework required to make this 

work—in fact, the four interviewees all alluded to the fact that procurement exercise is too 

sensitive to be left in the hand of a supranational body.88  

Another apt example is provided by the application of the EAC Customs Union Protocol and 

the EAC Common Market Protocol to the pharmaceutical industry and the administration of 

incentive packages in the region. Ordinarily, on the authorities of these protocols, 

pharmaceutical firms ought to receive equal treatment regardless of the EAC partner state in 

which they are located.89 What plays out in practice, however, is a direct opposite of this: using 

 
81 See ‘East African Community’s Trade Conundrum’ (n 80). 
82 See Njiraini Muchira, ‘Trade Wars among EAC Members Cast Doubts on Summit’, The EastAfrican (online, 

25 January 2020).  
83 See Ivan R Mugisha and Hellen Githaiga, ‘Uganda, Rwanda Feud Restricts Free Movement’, The EastAfrican 

(online, 01 March 2019); ‘Africa: Uganda, Rwanda Trade Accusations over Border Crossings Dispute’, Voice of 

America (VOA) (online, 01 March 2019).   
84 See Jack Caporal, ‘Going Solo: What is the Significance of US-Kenya Free Trade Agreement?’ Centre for 

Strategic and International Studies (online, 18 March 2020); Moses Ogutu, ‘Caught Between Africa and the West: 

Kenya’s Proposed US Free Trade Agreement’, Africa Portal (online, 19 June 2020).   
85 See for instance: Aloysius Uche Ordu, ‘Headwinds Toward East African Regional Integration: Will This Time 

be Different? Africa in Focus (online, 22 April 2019); Eric Mwine-Mugaju, ‘Opinion: East African Community 

Unity Hangs in the Balance’, DW (online, 24 December 2018).  
86 See chapter four, section 4.2.10 and chapter five, section 5.3.2.  
87 See chapter three, section 3.3.10, chapter four, section 4.2.10 and chapter five, section 5.3.2. 
88 Interviews: Kenya Medical Supplies Authority (Olugbenga Olatunji, Nairobi, Kenya, 16 April 2018); National 

Medical Store (Olugbenga Olatunji, Kampala, Uganda, 2 May 2018); Medical Store Department (Olugbenga 

Olatunji, Dar es salaam, Tanzania, 30 May 2018); Medical Procurement and Production Division (Olugbenga 

Olatunji, Kigali, Rwanda, 22 May 2018); see also chapter five, section 5.3.2. 
89 See EAC Common Market Protocol 2010, art 6. 
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preferential pricing as an example, a pharmaceutical firm domiciled in Kenya can only benefit 

from preferential pricing offered by the government of Kenya, not those offered by the 

governments of other partner states.90 In actual fact, such a firm with its business office in 

Kenya is treated as a foreign firm in other partner states and therefore cannot benefit from 

incentive packages offered by the governments of those partner states.91  

This reality indicates beyond doubt that not much could be achieved under the regional 

pharmaceutical production framework except partner states are willing to commit the needed 

political will to implement regional directives at national level. Partner states must also be 

ready to balance the prioritisation of national interests with the equally important need to 

implement the numerous regional programs which are designed to benefit the populations of 

the entire region.          

7.3.2 Maximise available policy space while approximating globalised IP regime 

As reiterated in this thesis, the emergence of TRIPS portended an epochal implication for the 

access to medicines debate, especially with its mandatory patent protection obligations for 

pharmaceutical products and processes. 92  Scholars and pro-access campaigners have 

vehemently argued that, with the entry into force of TRIPS, the access to medicines conundrum 

which was already ravaging LMICs would worsen—in the case of the EAC, the thesis already 

identified four ways through which this could happen. 93  However, notwithstanding this 

frequent pigeonholing of TRIPS as an agreement which disadvantages access to medicines, 

earlier discussions in this thesis found that TRIPS equally contains adequate policy space which 

any willing WTO member could deploy to cushion any such disadvantage(s).94 Hence, WTO 

members are empowered under the WTO jurisprudence to issue compulsory licence against 

patented drugs if a patent owner fails to make the drugs available in the needed quantity or 

quality or at fairly reasonable prices.  Similarly, members enjoy the prerogative to determine 

 
90  Interviews: Universal Corporation Ltd (Olugbenga Olatunji, Nairobi, Kenya, 23 April 2018); Cosmos 

Pharmaceutical Ltd (Olugbenga Olatunji, Nairobi, Kenya, 24 April 2018); Cipla Quality Chemical Industries Ltd 

(Olugbenga Olatunji, Kampala, Uganda, 26 April 2018); Kampala Pharmaceutical Industries (1996) Ltd 

(Olugbenga Olatunji, Kampala, Uganda, 30 April 2018); Mansoor Daya Pharmaceutical Ltd (Olugbenga Olatunji, 

Dar es salaam, Tanzania, 28 May 2018); ZENUFA Laboratories (Olugbenga Olatunji, Dar es salaam, Tanzania, 

2 June 2018).  
91 Ibid.   
92 See TRIPS (n 8) art 27(1). 
93 See ‘t Hoen et al (n 23); Gervais (n 23); Drahos and Braithwaite (n 23); see also section 7.2.2 above. 
94 See section 7.2.3 above. 
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what regime of exhaustion is most suitable to their local circumstances and they are permitted 

to factor in national policy requirements when construing some of TRIPS obligations.  

However, one important point which was reiterated throughout the thesis is that theoretical 

provision for adequate policy space is one thing, while actual use is another, and in fact, the 

most herculean task.95 Examples of this abound in the EAC context: EAC partner states like 

Tanzania gave up its pharmaceutical exemption to offer patents to pharmaceutical products and 

processes; Rwanda as at 2018 was contemplating abolishing the pharmaceutical exemption to 

stimulate foreign direct investment in pharmaceutical production; and Kenya, Tanzania and the 

region favoured a TRIPS-plus anti-counterfeiting regime.96 There have been suppositions that 

these non-use of flexibilities or incorporation of TRIPS-plus obligations could have been 

externally influenced.97  

As such, it is suggested that, to limit cases of direct or indirect external influences and the 

accompanying challenges that they pose, the EAC partner states must summon the necessary 

political will as recommended above, not only to incorporate TRIPS flexibilities into national 

laws, but also to make maximum use of the opportunity they offer as national circumstances 

may require. India and Brazil exemplify two WTO members who have successfully defied 

external pressure to rigorously deploy the TRIPS policy space, even when doing so could and 

did sometimes earn them negative consequences.98 India, for instance, has repeatedly been 

placed on the US section 301 Priority Watch List for using TRIPS flexibilities to benefit its 

generic industry.99 Similarly, Brazil was once dragged before the WTO Dispute Settlement 

Body by the US for insisting it had the right under TRIPS to issue compulsory licensing against 

patent owners who failed to satisfactorily work their inventions.100  

If the EAC partner states are able to achieve optimal utilisation of the TRIPS policy space as 

suggested, it is expected that the regional goal of enhancing pharmaceutical production 

 
95 See generally chapters two to five.   
96 See generally chapters four to six. 
97 For instance, the anti-counterfeiting regime in the region was said to be influenced by multinational corporations 

with businesses in the region: See Nicholas Wadhams, ‘Kenya Pressured to Implement Anti-counterfeit Law 

Despite Access Fears’, Intellectual Property Watch (online, 2 July 2009). 
98 See Médecins Sans Frontières, ‘A Timeline of US Attacks on India’s Patent Law and Generic Competition’, 

Médecins Sans Frontières (online, 30 January 2015). 
99 Ibid. 
100 See generally Anna Lanoszka, ‘The Global Politics of IPRs and Pharmaceutical Drug Policies in Developing 

Countries’ (2003) 24(2) International Political Science Review 181, 192; Carolyn Deere, The Implementation 

Game: The TRIPS Agreement and the Global Politics of Intellectual Property Reform in Developing Countries 

(Oxford University Press, Reprint Edition, 2011).  
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capacity will be actualised, thereby paving the way for significant self-sufficiency in 

pharmaceutical production. Furthermore, achieving relative self-sufficiency in pharmaceutical 

production through maximum use of the TRIPS flexibilities will solve other problems related 

to external influence on regional IP rule-setting. For instance, it will no longer be an issue of 

serious concern to the EAC that some WTO members are concluding TRIPS-plus FTAs, or 

that the continuity of the generic market in India is being threatened. Similarly, since the 

attainment of sufficient pharmaceutical production capacity is often emblematic of attaining 

infrastructural and technological strides, it could potentially be justified for the EAC partner 

states at this stage to consider using higher IP protection as an intentional policy tool for driving 

foreign direct investment and technology transfer.  

Nevertheless, as terrific as this recommendation may seem, it is important to acknowledge that, 

just as the first recommendation focused on increased political will, this too may be difficult 

(if not implausible) to implement. The reason for this caveat is that ordinarily, many African 

governments do not prioritise the protection of IP rights as they do other matters of supposed 

practical importance such as boosting industrialisation, poverty eradication, infrastructure 

development and job creation.101 In fact, one can safely assert that the protection of IP rights 

has only gained traction in Africa as African countries are encouraged by their developed 

country trade partners to join international treaties such as TRIPS and the Paris Convention. 

Thus, it is not surprising that a typical African country will willingly forego its rights to use 

TRIPS flexibilities in return for a duty-free access to the US or European country markets under 

preferential trade agreements such as the US Generalised System of Preferences or the African 

Growth Opportunity Act.102 This implementation challenge notwithstanding, since the EAC is 

acting in a regional setting, it will be in its overall interest to maximise the available policy 

space under TRIPS as this may potentially result in increased pharmaceutical production 

capacity and ensure that the approximation of international IP obligations is always subject to 

an access-to-medicines analysis.                                   

7.3.3 Review the EAC Policy on TRIPS Flexibilities to the extent possible 

The EAC Policy on TRIPS Flexibilities is one of the main policies referenced under the EAC 

PMP as pivotal to achieving enhanced pharmaceutical production capacity. Even though an 

 
101 Denise Rosemary Nicholson, ‘Intellectual Property: Benefit or Burden for Africa?’ (2006) 32(4) IFLA Journal 

310, 311. 
102 See chapter two, section 2.4.1.  



259 

 

earlier review of this policy (chapter three) found most of its recommendations suitable to the 

peculiar circumstances of the EAC, that review also identified lacunae in some of its 

recommendations. The recommendations requiring reconsideration are identified and briefly 

discussed below. 

• Inventive step  

There is a need to provide more guidance to the EAC partner states on construing the inventive 

step requirement, which is one of the requirements for determining patent eligibility. The 

proposed regional approach is silent on important guiding principles such as the scope of the 

prior arts against which a claim to inventive step should be considered, what constitutes 

common general knowledge, and the rules applicable where an applicant intends to rely on a 

combination of prior arts.103 Similarly, the regional policy presently recommends the use of the 

standard of a person highly skilled in the art.104 As argued in chapter three, this standard is not 

reflective of reality and should therefore be amended to the standard of a person of ordinary 

skill in the art.105 However, the referenced shortcomings in the regional recommendations have 

been avoided by the majority of the EAC partner states, as it is only Tanzania-Zanzibar which 

enacts the recommended highly skilled person standard.106 

• Bolar exception  

The Bolar exemption should be extended to include otherwise infringing exports, a 

construction that has recently been deemed TRIPS-compliant by an Indian court. 107  An 

otherwise infringing export will benefit from this exception if a pharmaceutical firm located in 

country A manufactures patented pharmaceutical products and exports (sell) them to a buyer 

(another pharmaceutical firm) in country B, provided it is established that the buyer 

(pharmaceutical firm) in country B only requires the exported products for purposes reasonably 

related to obtaining marketing authorisation in that country (country B).108  It appears the 

current EAC recommendation will only exempt such infringing export if it is required by the 

pharmaceutical firm in country A itself for purposes reasonably related to obtaining marketing 

 
103  See chapter three, section 3.3.2; see also EAC Health Protocol on Public Health Related WTO-TRIPS 

Flexibilities (EAC Secretariat) 2013, s 5(2).  
104 Ibid.   
105 Ibid.  
106 See Industrial Property Act No 4 of 2008 (Zanzibar), s 4(3); see also chapter four, section 4.2.2. 
107 See Bayer Corporation v Union of India & Ors LPA No 359/2017 and Bayer Intellectual Property GMBH 

&Anor v Alembic Pharmaceuticals Ltd RFA(OS) (COMM) 6/2017 (22 March 2019); see also chapter three, 

section 3.3.5. 
108 See chapter three, section 3.3.5. 
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authorisation in country B—in order words, it does not appear to cover infringing export for 

the benefit of a third party.109 

• Disclosure requirements  

The current proposition on disclosure requirements does not really address the need for 

disclosure to be sufficiently clear and complete; rather, it seems to overemphasise the 

disclosure of all modes and the indication of the best mode.110 Considering the convoluted 

process involved in identifying the best mode,111 it is recommended that the EAC should 

jettison the best mode requirement.  

• Opposition procedure  

The EAC Policy on TRIPS Flexibilities currently suggests that partner states should adopt both 

pre- and post-grant opposition procedures.112 The thesis had argued that this approach will 

likely cause inordinate delay—an outcome that appears on the surface to play well into the 

EAC goal of broadening the public domain to facilitate more domestic innovations.113 In reality, 

however, using both procedures may produce unintended consequence of discouraging foreign 

inventors from filing for patent protection in the region. With the bulk of the protected patents 

in the region being held by foreigners, this does not seem like an outcome which the EAC will 

want. It is therefore imperative to adopt a pre-grant opposition procedure only. 

• Exhaustion regime  

The EAC has recommended the adoption of an international exhaustion regime, which 

presumably will allow partner states to use the flexibility of parallel importation for procuring 

drugs from cheaper international markets.114  However, the existence of such hypothetical 

international markets where patented drugs may be sold at cheaper prices than they may be 

sold into the EAC regional market seems fictional. The reason for this submission is not far-

fetched: the EAC is comprised mainly of countries ranked by the World Bank as low-income 

(Burundi, Rwanda, Uganda and South-Sudan) and lower-middle income (Kenya and Tanzania) 

 
109 See EAC Protocol on TRIPS Flexibilities (n 103) s 7(2). 
110 Ibid  6(1).  
111 See chapter three, section 3.3.7. 
112 See EAC Protocol on TRIPS Flexibilities (n 103) s 3(1). 
113 See chapter three, section 3.3.8. 
114 See EAC Protocol on TRIPS Flexibilities (n 103) ss 7(3), 10 & 11. 
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economies. 115  With this income status and low purchasing powers, multinational 

pharmaceutical firms are realistically more likely to sell their patented drugs into the EAC 

market at cheaper prices than they will be willing to do in other middle or high income countries 

where purchasing powers are more robust. In the face of this reality, the adoption of a regional 

exhaustion regime is recommended. 116  To encourage multinational pharmaceutical 

corporations to price-discriminate in the EAC market (at least for medicines for which local 

capacity is insufficient or absent), the regional plan should include an undertaking to establish 

a foolproof mechanism which will curtail re-exportation of cheaper branded medicines outside 

of the EAC. This approach is expected to have more positive implication for access than the 

current one.     

7.3.4 Coherent implementation is crucial to the success of the entire regional plan 

As the overarching policy offering a roadmap on how to strengthen pharmaceutical production 

capacity, the EAC PMP puts policy coherence at the heart of its implementation strategy.117 As 

a result, partner states are enjoined to implement the EAC PMP in collaboration with other 

policies which are relevant to regional pharmaceutical production.118 The practical implication 

of this is that the EAC PMP, the EAC Policy on TRIPS Flexibilities, the EAC MRH, and an 

EAC Model on Incentive Packages, each of which addresses different aspects of regional 

pharmaceutical production, must be coherently implemented by all the partner states.119 As 

already indicated, however, while the EAC has adopted many of these policies at the regional 

level, implementation at the national level has not mirrored the coherent or holistic approach 

suggested in the EAC PMP.120 Some of the instances of incoherent national implementation 

are reiterated below:  

• EAC Policy on TRIPS Flexibilities: Table 7.1 above demonstrates the chaotic national 

responses among partner states. 

• EAC MRH Initiative: only Kenya, Uganda and Tanzania currently participate in the 

initiative; mutual recognition is nowhere near being accomplished; and the final 

 
115  See The World Bank, ‘World Bank Country and Lending Groups: Country Classification’ 

<datahelpdesk.worldbank.org/knowledgebase/articles/906519-world-bank-country-and-lending-groups>.  
116 See chapter three, section 3.3.9. 
117 See EAC PMP (n 1) 36. 
118 See fuller discussion in chapter five, section 5.3.3.2. 
119 Ibid.  
120 Ibid.  
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assessment report from the joint assessment process has no binding effect on the 

NMRAs of the participating partner states.121  

• EAC Model on Incentives: the EAC PMP recommends a harmonised approach to 

implementing incentive packages across the region; however, the region has not taken 

any action on this.122  

One particular area where a coherent approach could have benefitted access in the region is the 

use of TRIPS article 31bis regime, which allows countries in a regional arrangement to utilise 

compulsory licensing for bulk-procuring pharmaceutical products (active pharmaceutical 

ingredients and finished formulations).123 While an earlier use of this regime by Rwanda has 

been referenced as evidencing the failure of this regime, this thesis posited that using the regime 

in a regional setting may produce a positive outcome.124 However, none of the LDC partner 

states has fully implemented this flexibility, while only Tanzania-Zanzibar, Uganda and 

Burundi make some reference to its existence.125  

To ensure that the EAC PMP and other related policies achieve the desired result, the EAC 

partner states should exercise the requisite political will to coherently implement the various 

regional policies touching on boosting pharmaceutical production capacity.            

7.3.5 Fighting counterfeits without compromising access to medicines              

The composition of the prevalent anti-counterfeiting structure in the EAC emphasises the 

protection of private rights using TRIPS-plus enforcement provisions while paying a lip service 

to addressing the more crucial issue of substandard pharmaceutical products.126 Currently, 

customs authorities and anti-counterfeiting inspectors are empowered by the extant anti-

counterfeiting structure to declare imported or locally produced goods as counterfeits if they 

form the view that these goods infringe IP rights.127 The major hole in this approach is that 

while it may be effective for enforcing IP rights, it offers no guarantee against the importation 

or production of unsafe or substandard pharmaceutical products.128 The consequence: even 

though partner states like Kenya and Tanzania commit enormous public resources to enforcing 

 
121 Ibid.  
122 Ibid.  
123 Ibid section 5.3.2.  
124 Ibid.  
125 See chapter four, section 4.2.10. 
126 See generally chapter six. 
127 Ibid sections 6.3 and 6.4. 
128 Ibid.  
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a TRIPS-plus anti-counterfeiting system, the important issue of ridding the region of 

substandard pharmaceutical products remains unaddressed.129  

To address this imbalance, it is recommended that the region should walk back its TRIPS-plus 

anti-counterfeiting provisions and replace them with a new system.130 Under the proposed 

system, instead of establishing a separate anti-counterfeiting regime, the EAC and its partner 

states should apply the existing regional and national legislative frameworks to attain a balance 

between protecting IP rights and eliminating falsified and substandard drugs from the market. 

The envisaged existing legislative frameworks include customs laws, IP laws and drug 

regulatory system. The suggestions in respect of each head are summarised below. 

Existing customs laws131  

The thesis suggested that existing customs laws should apply when infringement occurs at the 

partner states’ borders. Since all the EAC partner states already enact customs laws regulating 

the movement of goods across the borders,132 these laws should be amended to integrate limited 

anti-counterfeiting provisions on two fronts: (1) a narrowly construed definition of 

‘counterfeiting’ (limited to trade mark counterfeiting); and (2) a proviso requiring the transfer 

of any case of alleged IP infringement relating to imported pharmaceutical products to the 

relevant NMRA. It shall then be the responsibility of the NMRA to determine the question of 

whether the imported pharmaceutical products are safe and efficacious for human consumption. 

Where an NMRA decides that the impugned consignment passes safety and efficacy tests, any 

rightsholder who alleges an infringement of their IP rights should institute an action in a court 

of competent jurisdiction to prove their allegation. Where the consignment fails the standard 

tests, the NMRA should be empowered to confiscate and destroy the consignment there and 

then.  

At the regional level, the EAC Customs Management Act already prohibits the importation of 

counterfeit products.133 To make the law appropriate for combatting counterfeit products in a 

more comprehensive manner, this law should also be amended to include a clear definition of 

‘counterfeiting’, which should also be limited in the manner specified above. Because the EAC 

 
129 Ibid.  
130 Ibid section 6.6.  
131 On this, see generally chapter six, section 6.6.1 and 6.6.2. 
132 See for instance: The Customs and Excise Act CAP 472 of 1978 (Kenya); Customs and Excise Act CAP 335 of 

1977 (Uganda); The Excise (Management and Tariff) Act CAP 147 1954 (United Republic of Tanzania) (last 

revised 2008). 
133 EAC Customs Management Act 2004 (revised 2009) s 200. 
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is a composition of several partner states, another amendment should be introduced. This 

should explicitly specify the law of an importing partner state as the applicable law for 

determining whether a transiting import infringes IP rights. This second amendment will 

address the territorial nature of IP rights and preclude unwarranted seizure and detention of 

transiting pharmaceutical imports. 

Existing IP laws134 

Existing IP laws should apply where an allegation of infringement is levied against 

pharmaceutical products which are already in circulation in a partner state market or are 

manufactured locally. Here, instead of using public resources to enforce IP rights (as is 

currently the case in Kenya and Tanzania), rightsholders should invoke the civil, and where 

applicable, criminal remedies which already exist under the IP laws of partner states.135 The 

scope of the existing IP laws also extends to common law injunctive reliefs such as Anton 

Piller136 orders and Mareva137 injunctions, either or both of which rightsholders may apply for 

to compel the removal of allegedly infringing goods to court or to preclude a defendant from 

removing their assets offshore.  

Existing drug regulatory system138 

Lastly, each of the EAC partner states has an NMRA which is responsible, not only for granting 

marketing authorisation, but also for ensuring that the safety and efficacy of pharmaceutical 

products are sustained while they remain on the market: this task is periodically performed by 

the pharmacovigilance unit of each NMRA. 139  Thus, in cases of substandard or unsafe 

pharmaceutical products, NMRAs—not the customs authorities nor anti-counterfeit 

inspectors—should ordinarily be the first port of call. 

In sum, this alternative approach will not only ensure that EAC partner states meet their 

minimum enforcement obligations under TRIPS, it will also guarantee that the problematic 

 
134 On this, see generally chapter six, section 6.6.1 and 6.6.2. 
135 Examples of these laws include The Industrial Property Act No 3 of 2001 (Kenya); The Industrial Property 

Act, Act 3 of 2014 (Uganda); The Protection of Intellectual Property Law No 31/2009 (Rwanda); The Patents 

(Registration) Act Chapter 217 of 1995 (Tanzania-Mainland); Industrial Property Act No 4 of 2008 (Zanzibar); 

Law Relating to Industrial Property, Law No 1/13 of 2009 (Burundi). 
136 See Anton Piller v Manufacturing Processes Ltd [1976] 1 All ER 779. 
137 This is also known as ‘freezing order’ and it took its name from the English Court of Appeal decision in Mareva 

Compania Naviera SA v International Bulkcarriers SA [1980] 1 ALL ER 213. 
138 On this, see generally chapter six, section 6.6.1 and 6.6.2. 
139 The autonomous NMRAs in the region are: Poison and Pharmacy Board (Kenya), National Drugs Authority 

(Uganda), and Tanzania Food and Drugs Authority (Tanzania).  
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issue of combating substandard and unsafe pharmaceutical products is at the centre of the 

regional anti-counterfeiting drive. 

7.4 CONCLUSION 

This thesis sets out to examine whether a regional approach to implementing the TRIPS 

flexibilities is suitable for promoting pharmaceutical production capacity in a regional setting 

(with the EAC as a case study). Although overall, the thesis found a regional approach suitable, 

it qualified this finding by noting that for the approach to be effective, TRIPS flexibilities must 

be used in conjunction with other policies which are equally essential to establishing a viable 

pharmaceutical production capacity. The thesis also made a number of findings on whether the 

EAC arrangement took this qualification into consideration. These included: that the region 

has adopted the EAC PMP to provide a general roadmap for boosting pharmaceutical 

production capacity in a regional setting; that the EAC PMP clearly underscores the 

significance of a holistic approach to the success of the overall regional framework; and that, 

to comply with the EAC PMP recommendation of an all-embracing approach, the EAC adopted 

the EAC Policy on TRIPS Flexibilities and the EAC MRH, while still hoping to adopt a 

common approach on incentive packages and policy coherence.  

Having evaluated the theoretical underpinnings of these policies, the thesis submitted (on the 

basis of the theoretical propositions) that the EAC framework for pharmaceutical production 

is emblematic of an effective deployment of TRIPS flexibilities. However, in terms of practical 

implementation and use of the various recommendations in the regional documents, the thesis 

found incoherent implementation in some cases, and in few instances where theoretical 

implementation appears coherent, actual uses of implemented recommendations remain 

problematic. This submission is supported by the findings of the thesis on all the research 

questions raised at the beginning of the thesis—Table 7.2 below reiterates the questions, the 

answers, and the chapters where each question was answered. 

In recognition of these findings, the thesis proffers five recommendations, with three relating 

to attitudinal changes and two to specific issues in respect of the regional policies. On the 

attitudinal change front, the thesis identified lack of political will as the main bane of effective 

implementation. It therefore recommended that the EAC governments should show sufficient 

political will to implement their obligations under the regional policies, as this is the only way 

through which they can achieve a viable and sustainable pharmaceutical production capacity. 

Relatedly, having concluded that TRIPS comes with heightened IP obligations as much as it 
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allows for flexible constructions at national level, the thesis advocated that partner states should 

maximally use the TRIPS policy space to benefit access to medicines ends in the region. This 

recommendation, the thesis opined, is also linked to the ability or willingness of the partner 

states to exercise political will. The third recommendation called for the entrenchment of 

coherence in the implementation of the numerous regional policies and laws at the national 

level. For the specific recommendations, the first one focused on the EAC Policy on TRIPS 

Flexibilities, identifying in particular its outlier provisions which require revision. The second 

one suggested a rollback of the prevailing anti-counterfeiting system in the region which should 

be supplanted by existing customs laws, IP laws, and the drug regulatory system in each partner 

state. 

S/N Research Questions Findings Chapter 

1 Will globalised pharmaceutical patent 

regime affect access to medicines decisions 

in the EAC? 

Yes, by:  

• allowing external influence on regional IP-

rule setting,  

• making it difficult to use some TRIPS 

flexibilities, 

• misleading EAC partner states into offering 

higher IP protection, and 

• threatening continued existence of Indian 

generic market 

2 

2 To what extent does the EAC Policy on 

TRIPS Flexibilities reflect international best 

practices? 

To a large extent 3 

Is the policy effective? Yes, largely effective as a theoretical policy 

document, but not in practice 

Can it be improved? 

 

Yes, it can 

3 To what extent do the patent laws of EAC 

partner states comply with the 

recommendations in the EAC Policy on 

TRIPS Flexibilities 

Compliance is only to a negligible extent, and 

more importantly, partner states responded 

largely disjointedly 

4 

4 Does the EAC PMP adopt a holistic 

approach? 

Yes, it does 5 

Are its recommendations being effectively 

implemented? 

Levels of implementation vary among partner 

states; it also depends on which policy is 

being considered 

5 What is the current landscape of anti-

counterfeiting laws and policy in the EAC? 

Both region and some partner states favour a 

TRIPS-plus anti-counterfeiting regime 

6 

Can this anti-counterfeiting regime be 

reconciled with the EAC access regime? 

In its current form, no 

Table 7.2: Summarised answers to the thesis’s research questions 

In the final analysis, the thesis acknowledges that the effectiveness of these recommendations 

will principally depend on the extent to which the EAC partner states are willing to afford them 

the desired attention. Going forward, empirical research should be conducted on an ongoing 

basis to keep tabs on the extent to which the EAC partner states continue to adjust their national 
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laws to reflect the regional recommendations on boosting pharmaceutical production capacity 

and improving access to medicines. Furthermore, given that the discussion in this thesis is 

based on the current reality that no EAC partner state has joined a TRIPS-plus FTA, future 

research will be imperative should the quest by Kenya to conclude an FTA with the US 

eventuate. The recommended research should examine the effects that a US-Kenya FTA may 

have on access to medicines in the region. Finally, with trade and border wars already 

metaphorically tearing the EAC partner states apart, any future research in this area must 

equally consider the potential implication(s) that the Kenyan decision to sideline the other 

partner states in negotiating an FTA with the US may have on the integrity and continued 

existence of the EAC union. 
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