
i 
 

 

THE IMPLICATION OF ETHIOPIA’S STRONG PATENT REGIME 

ON PHARMACEUTICAL INDUSTRY DEVELOPMENT 

 

 

 

 

 

 

                                    LL.M THESIS 

 

 

                   

 

 

JEMAL MUHAMMED 

 

 

 

 

 

                                             

DECEMBER 2019 

 

 HARAMAYA UNIVERSITY, HARAMAYA 

 

 



ii 
 

The Implication of Ethiopia’s Strong Patent Regime on Pharmaceutical 

Industry Development 

 

 

 

 

A Thesis Submitted to Postgraduate Program Directorate 

College of Law 

HARAMAYA UNIVERSITY 

 

In Partial Fulfillment of the Requirements for the Degree of  

LL.M IN INTERNATIONAL ECONOMIC AND BUSINESS LAW  

  

 

 

Jemal Muhammed 

 

  

 

 

 December 2019 

Haramaya University, Haramaya 



iii 
 

HARAMAY UNIVERSITY 

POSTGRADUATE PROGRAM DIRECTORATE 

I hereby certify that I have read and evaluated this Thesis entitled “The Implication of 

Ethiopia’s Strong Patent Regime on Pharmaceutical Industry Development” 

prepared under my guidance by Jemal Muhammed. I recommend that it be submitted as 

fulfilling the thesis requirement. 

Biruk Haile (PhD, Asst. Prof.) _________________           __________________ 

      Advisor                                        Signature                                Date 

As a member of Board of Examiners of the LL.M Thesis Open Defense Examination, I 

certify that I have read and evaluated the Thesis prepared by Jemal Muhammed and 

examined the candidate. I recommend that the thesis be accepted as fulfilling the Thesis 

requirements for the degree of Master of Laws in International Economic and Business 

Law. 

_____________________                 ____________________               

Chairperson                                                Signature                                         Date 

_____________________                _____________________              

Internal Examiner                                          Signature                                       Date 

_____________________                _____________________              

External Examiner                                        Signature                                        Date 

Final approval and acceptance of the Thesis is contingent upon the submission of its final 

copy to the Council of Graduate Studies (CGS) through the candidate’s department or 

school graduate committee (DGC or SGC).   

  



iv 
 

STATEMENT OF THE AUTHOR  

 

 By my signature below, I declare and affirm that this Thesis is my own work. I have 

followed all ethical and technical principles of scholarship in the preparation, data 

collection, data analysis and compilation of this Thesis. Any scholarly matter that is 

included in the Thesis has been given recognition through citation. 

This Thesis is submitted in partial fulfillment of the requirements for a Masters of Law 

degree at the Haramaya University. The Thesis is deposited in Haramaya University 

Library and is made available to borrowers under the rules of the Library. I solemnly 

declare that this Thesis has not been submitted to any other institution anywhere for the 

award of any academic degree, diploma or certificate. 

Brief quotations from this Thesis may be made without special permission provided that 

accurate and complete acknowledgment of the source is made. Requests for permission 

for extended quotations from or reproduction of this Thesis in whole or in part may be 

granted by the Dean of the College when, in his or her judgment, the proposed use of the 

material is in the interest of scholarship. In all other instances, however, permission must 

be obtained from the author of the Thesis. 

 

 

 

Name:   Jemal Muhammed                                                    

Signature_________________ 

Place:    Haramaya University  

Date of Submission:   December 2019 

 



v 
 

BIOGRAPHICAL SKETCH 

 

The author was born on 30th October, 1992 in Benishangul Gumuz Regional state, 

Metekel Zone, Pawi District.  He attended elementary education at K2V1 elementary 

school and high school level at Pawi secondary and preparatory school. He then joined 

Bahir Dar University, School of Law in 2009 G.C. for his first degree in law. After five 

years stay, he graduated with LL.B degree in law in 2014. Then, he worked as junior 

judge at Ethiopian Ministry of Public Service Human Resource, Federal Administrative 

Court and Assistant Lecturer of Law at Assosa University, School of Law. After serving 

three years, he joined Haramaya University School of Graduate studies in 2018 G.C. to 

pursue his post graduate studies for LL.M in International Economic and Business Law. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



vi 
 

ACKNOWLEDGMENT 

 

First of all, I would like to thank the Almighty Allah, the creator of the universe who 

absolutely never ever looks like and wants nothing from his creatures. Next, I wish to 

extend my sincere thanks and appreciation to my advisor Biruk Haile (PhD, Assistant 

professor at Addis Ababa University, School of Law) and co-advisor Mesay Wolde-

mariam (Assistant professor, former Lecturer at Jimma University, Department of 

Pharmacy and currently Deputy Director General at Food, Beverage and Pharmaceutical 

Industry Development Institute) for their invaluable sound comments and constructive 

suggestions to the better-off the study.  Next, I would like to thanks my classmate, 

Esmaile Arega and Habtamu, Lecturer at Ethiopian Civil Service University, School of 

Law for giving me all the courage and unreserved support at the initial stage of the study. 

My gratitude also goes further to all my interviewees listed in the thesis particularly 

Fikremarkos Merso (PhD, Associate Professor at Addis Ababa University, School of 

law), Mr. Getachew Tafa, Senior Pharmaceutical Patent Examination Expert at EIPO. 

I would also like to extend my gratitude to governmental institutions such as Ethiopian 

Investment Commission, Ethiopian Intellectual Property Office, Ethiopian Industrial Park 

Development Corporation, Food, Beverage and Pharmaceutical Industry Development 

Institute and Ministry of Health and Ministry Trade & Industry as well as for their 

assistance during interviews and their assistance to provide relevant data’s. Finally, I 

would also like to extend my indebted to my families and all persons who are in one way 

or in other way cooperate, inspire and support me in the completion of this study. 

  



vii 
 

LIST OF ACRONYMS AND ABBREVIATIONS 

API: Active Pharmaceutical Ingredient 

CL: Compulsory License 

DCs: Developing Countries 

EIPO: Ethiopian Intellectual Property Office 

EPL: Effective Patent Life  

GMP: Good Manufacturing Practice  

GTP: Growth and Transformation Plan 

IPR: Intellectual Property Right 

LDCs: Least-Developed Countries 

NCDs: Non-Communicable Disease 

PNSPA: Pharmaceutical National Strategy and Plan of Action 

PIPC: Paris Industrial Property protection Convention 

R&D: Research and Development 

TRIPS: Trade Related aspects of Intellectual Property 

UN: United Nation 

UNCTAD: United Nation Commission on Trade and Development 

WHO: World Health Organization 

WIPO: World Intellectual Property Organization 

WTO:   World Trade Organization 

 

 



viii 
 

TABLE OF CONTENTS                                                                                                                                     

STATEMENT OF THE AUTOR                                                                         iv                                                                                  

BIOGRAPHICAL SKCECH                                                                                 v 

ACKNOWLADGEMENT                                                                                     vi 

LIST OF ACRONYMS AND ABBREVIATIONS                                             vii 

TABLE OF CONTENTS                                                                                     viii 

LIST OF FIGURES                                                                                                xi 

ABSTRACT                                                                                                            xii 

1. INTRODUCTION                                                                                                      1 

1.1.Background of the Study                                                                                         1    

1.2.Statement of the Problem                                                                                         5 

1.3.Objectives of the Study                                                                                            7 

1.3.1. General objective                                                                                           7 

1.3.2. Special objectives                                                                                          7 

1.4.Research Questions                                                                                                  7 

1.5.Significance of the Study                                                                                          7 

1.6.Scope of the Study                                                                                                    8 

1.7.Literature review                                                                                                       9 

1.8.Research Methodology                                                                                            11 

1.9.Limitation of the study                                                                                            12 

1.10 Organization of the study                                                                                     12 

2.   THEORETICAL AND CONCEPTUAL FOUNDATION OF STRONG AND 

WEAK PATENT REGIME IN GENERAL                                                           14 

2.1.Conceptual Underpinning on the Relationship between Drug Invention and 

Pharmaceutical Patent Protection                                                                            14 

2.2.Pharmaceuticals: Definition and Categories                                                           15 

2.3.Peculiar Features of Pharmaceuticals                                                                      17 

2.3.1. Technology-Based Industry                                                                          17 

2.3.2. Intense Research and Development (R&D) Process                                    18 

2.3.3. Effective Patent Life (EPL)                                                                          19 

2.3.4. Price of Medicine Regulation                                                                      19              

C                                       Continiues… 



ix 
 

2.4.The Genesis of Pharmaceutcical Patent System                                                    20 

2.4.1. Domestic Pharmaceutical Patent System                                                   20 

2.4.2. International Pharmaceutical Patent System                                              21 

2.5.The Subject Matter Breadth of Pharmaceutical Patent System                             24 

2.5.1. Process Pharmaceutical Patent System                                                      25 

2.5.2. Product Pharmaceutical Patent System                                                      25 

2.6.The Role of Lux Patent Law for Local Pharmaceutical Industry Development   26                                                                                                                               

2.6.1. Maximize Aggregate Welfare                                                                    27 

2.6.2. Attract Generic FDI                                                                                    28 

2.6.3. Induce R&D Process                                                                                  30 

2.6.4. Encourage Further Innovation and Productivity through Competition      33 

2.6.5. Enhance Technology Transfer (TT)                                                           34 

2.6.6. Improve Access to Medicines at Affordable Price                                     35 

2.6.7. Expedite Pharmaceutical Cluster Industrial Park Development                36 

2.6.8. Encourage Local Production and Overall Economic Development           37 

2.7.CL as a Consistent Patent exception for Local Drug Industry Development         38                                                                 

3. EXPERIENCE OF SOME SELECTED JURISDICTIONS PATENT REGIME, 

POLICY AND INSTITUTIONAL FRAMEWORKS                                           40  

3.1.Bangladesh                                                                                                             40 

3.2.India                                                                                                                        43 

3.3.South Africa                                                                                                            45 

3.4.Uganda                                                                                                                    48    

4. POLICY, INSTITUTIONAL AND  PHARMACEUTICAL PATENT 

FRAMEWORK UNDER ETHIOPIAN LAW                                                        49  

4.1.Introduction                                                                                                             49  

4.2.Socio-Economic and Health Sector Profile                                                             50 

4.3.General Overview of the Pharmaceutical Sector                                                    50 

4.4.Policy Frameworks                                                                                                  52   

4.4.1. National Health Policy                                                                                                 53 

4.4.2. Industrial Policy                                                                                                             54 

4.5.Institutional Frameworks                                                                                         56 

4.5.1. The Industrial Park Development Corporation                                           56 

4.5.2. The Pharmaceutical Industry Development Institute                                  57 

4.5.3.  The Ethiopian Investment Board                                                                59 

                                                     Continiues…                                                                                



x 
 

4.6.The 1995 Patent Proclamation                                                                                59 

4.6.1. The Need to Introduce Lux Pharmaceutical Patent Regime                       60 

4.6.1.1.Historical and Recent Various Nations Experience on Pharmaceutical 

Patent                                                                                                      64 

4.6.1.2.Weak Human, Institutional and Technological Capacity                       66 

4.6.1.3. Imitation                                                                                                 67 

4.6.2. Compulsory License                                                                                    69 

4.6.2.1.The Notion of Compulsory License                                                        69 

4.6.2.2.Grounds of Compulsory Licenses                                                           70 

4.6.2.3.Amount of Royalty for the Patentee                                                       72 

4.7.Can Ethiopia Accede WTO by Enacting Lux Pharmaceutical Patent Regime?     73  

5. CONCLUSION AND RECOMMENDATIONS                                                     77 

5.1.Conclusion                                                                                                               77 

5.2. Recommendations                                                                                                  80 

6. REFERANCES                                                                                                          82 

Error! Bookmark not defined.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



xi 
 

LIST OF FIGURES 

 

Figure 1: Pharmaceuticals manufacturing discovery cycle 

Figure 2: SA’s HIV/AIDS patients’ demonstration against exorbitant price of ARV  

Figure 3: SA’s patients’ demonstration against the IP policy negative effect on price of 

medicine 

Figure 4: Pharmaceutical policy to increase local production: A framework for improving 

public health, access to medicine 

Figure 5: Foreign brand pharmaceutical patent applied and granted before EIPO from 

1995-2018 

Figure 6: Potential Pharmaceutical MNCs joining Kilinto Industrial Park 

Figure 7: Some selected the North-Southern nation’s pharmaceutical industries under 

strong and weak patent regime and its overall effects 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



xii 
 

The Implication of Ethiopia’s Strong Patent Regime on Pharmaceutical 

Industry Development 

 

ABSTRACT 

In the pharmaceutical industry, the appropriate patent breadth and exceptions like 

effective compulsory license (CL) has direct key role by attracting investment to expedite 

the innovation, industrial and health policy goals. The success story of building vibrant 

domestic pharmaceutical industry in the current industrial nations and third world 

countries is by adopting generic drug policy, strong institutional alliance, lenient or 

process patent and workable CL regime that encourages copying, imitation and reverse-

engineering at their initial stage of development. The 1993 Ethiopia’s drug policy failed 

to prioritize generic as a default option, weak institutional collaboration and the patent 

breadth grant strong IPR protection as per Art 2(5) of the 1995 patent Pro No 123/1995 

are major bottlenecks to build vibrant local pharmaceutical industry in the presence of 

massive brand drug patent protection. Besides, the current CL regime is not well 

designed and has flaws for the actual development of the industry. Ethiopia will accede 

the WTO in the near future and should therefore exploit the TRIPS Council decision on 

pharmaceuticals, transition period domestic policy space for LDCs until 2033, reform its 

strong patent laws in a way that can contribute to the development of thriving domestic 

pharmaceutical industry by adopting coherent health and industrial policy, create strong 

institutional collaboration, enact only process patent law and workable CL regime.  

Key words: Access to Medicine, Brand Medicine, Compulsory License, Generic 

Medicine, Industrial Park, MNCs, Strong Patent, Pharmaceutical Industry, Lux Patent
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1.  INTRODUCTION 

1.1. Background of the Study 

Suitable patent system is one core robust mechanism for the actual development of 

pharmaceutical industry since drug inventions are one type of technological innovation in 

the industrial filed.1 Historically, for the sake of realizing the development of thriving 

pharmaceutical industry, the concept of patent protection for pharmaceutical invention is 

a recent phenomenon in the world unlike other technological innovations.2  

The first multilateral pharmaceutical patent protection traced back to the Paris Industrial 

Property Convention (PIPC)3 that recognize domestic policy space, empower members 

states with the full discretion to decide pharmaceutical products could be patented or not 

and its duration of protection. Accordingly, most member states excluded strong 

pharmaceutical patent protection to boost domestic pharmaceutical industry development 

and to realize access to affordable medicine in order to cover the broadest spectrum of 

diseases, but incorporate process pharmaceutical patent protection.4 

 Process pharmaceutical patent primary enables local drug firms to become self-sufficient 

by producing generic drugs, use the brand drug same chemical compounds through 

imitation and reverse engineering through different phases, processes and methods with 

minimum capital.5 However, product pharmaceutical patent increases the IP protection 

standard, the patentee can exclude all firms to produce that particular drug even in a 

different process and method without his prior consent.6 Industrial countries criticize the 

PIPC and call for strong patent protection as one negotiation item in the Uruguay Round 

negotiations under Trade-Related Aspects of Intellectual Property (TRIPS).7 Finally, the 

                                                           
1 JAYASURIYA, REGULATION OF PHARMACEUTICALS IN DEVELOPING COUNTRIES  

LEGAL ISSUES AND APPROACHES,  WHO, Geneva, Switzerland, (1985), at 17. 
2 Id, at 19. 
3 The Paris Convention for the Protection of Industrial Property (PCIP), March 20, 1883,as revised at 

Brussels on December 14, 1900, at Washington on June 2, 1911, at The Hague on November 6, 1925, at 

London on June 2, 1934, at Lisbon on October 31, 1958, and at Stockholm on July 14, 1967, and as 

amended on September 28, 1979. (Hereafter the Paris Convention). 
4 JAYASURIYA, supra note 1, at 17. 
5 Id, at 18. 
6 Id. 
7 The Agreement on Trade-Related Aspects of Intellectual Property Rights, Marrakesh Agreement 

Establishing the World Trade Organization (WTO), Annex 1C, 1994, (hereafter the TRIPS agreement). 



2 
 

TRIPS came up with strong patent protection in all fields of technological innovations 

including both pharmaceutical products and processes as a patentable innovation.8 

 Ethiopia is neither a member of any regional patent agreements like, African Regional 

Intellectual Property Organization9 nor multilateral agreements like the Paris Convention 

and the WTO. Historically, pharmaceutical patent system in Ethiopia traced back to the 

1995 patent proclamation. Unlike the cultural fields such as copy right, patent was totally 

neglected issue in the codification era under the 1960 Ethiopian civil code.10 The 1995 

FDRE constitution recognizes IPR protection11 and empowers the federal government to 

enact patent law and introduced Pro No. 123/1995.12  

However, Ethiopian peoples do not have access to essential medicines they need because 

of essential lifesaving drugs are priced out of reach and the nation has not enough local 

pharmaceutical industry to produce quality generic medicines.13 Up to half of the 

population of Africa in general and Ethiopia in particular lacks access to essential 

medicines.14 According to the WHO report, the main reason for this span is lack of 

suitable patent framework and organized government policy commitment on local 

generic drug production and use of imported high price brand and generic medicines.15 It 

is obvious that Ethiopia has been always confronted with different rampant health 

problems like HIV/AIDS, TB, malaria, diarrheal diseases and recently plagued by various 

                                                           
8 MAX PLANCK, COMMENTARIES ON THE WORLD TRADE LAW: WTO-TRADE-RELATED 

ASPECTS OF INTELLECTUAL PROPERTY RIGHTS, Max Planck Institute for Comparative Public 

Law and International Law, Volume 7, (Martinus Nijhoff publishers, Boston), (2009), at 519. 
9 ARIPO which have 17 African member states, grant patents by the regional organization will only be 

valid in member states when there is no objection against the granting of a patent. 
10 Fikremarkos Merso Birhanu, Ethiopia’s World Trade Organization Accession and Maintaining Policy 

Space in Intellectual Property Policy in the Agreement on Trade-Related Aspects of Intellectual Property 

Rights Era: A Preliminary Look at the Ethiopian Patent Regime in the Light of the Agreement on Trade-

Related Aspects of Intellectual Property Rights Obligations and Flexibilities, THE JOURNAL OF 

WORLD INTELLECTUAL PROPERTY, Volume 15, No. 3, (2012), at. 174. 
11 The FDRE Proclamation of the establishment of Constitution of the Federal Democratic Republic of 

Ethiopia Proclamation No. 1/1995, FEDERAL NEGARIT GAZETA, 1st Year No. 1, (1995), Article 

40(2), 41(4) and 90(1). The right to life and has access to healthcare services, access to medicine for all 

Ethiopians, imposed a positive obligation upon the government to take measures progressively realize that 

right. 
12 Id, Article 51(19), 55(2)(g)). 
13 World Health Organization (WHO) report,  The World Medicines Situation, (2014), or available at 

http://www.who.et  accessed on 5 January 2019. 
14 Id. 
15 Id. 

http://www.who.et/
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non-communicable diseases (NCDs) like diabetes and cancer.16 Given this reality, the 

great majority of Ethiopians, access to lifesaving medicine is an important issue.  

So, for Least Developed countries (LDCs) like Ethiopia, the best possible solution to 

avert the problem is attraction of domestic investors and generic pharmaceutical Multi-

National Corporations (MNCs) by adopting conducive pharmaceutical oriented policy 

frameworks and appropriate pharmaceutical patent regime, only process patent protection 

to enhance local pharmaceutical manufacturing capacity.17 

In the 3rd conference on financing for development, Ethiopian government on July 14, 

2015 launched an auspicious ten year Pharmaceutical National Strategy and Plan of 

Action (PNSPA) to establish vibrant local pharmaceutical industry through industrial 

parks like Kilinto industrial park.18 Ethiopia also consider the pharmaceutical sector as a 

priority for its economic growth in the second Growth and Transformation Plan (GTP II) 

to attain dual benefit, increasing access to medicine and promotes rapid industrialization 

of the industry for development and to become pharmaceutical hub in Africa.19 

The PNSPA of Ethiopia set seven cardinal strategic objectives like improve access to 

medicines through quality local production via internationally recognized good 

manufacturing practice (GMP) such as the WTO GMP roadmap and develop human 

resources through relevant education.20 It also aspire to establish leading pharmaceutical 

hub in Africa via industrial parks, attract Foreign Direct Investment (FDI) in the 

pharmaceutical sector, exploit the TRIPS agreement flexibilities for LDC status in order 

to locally produce patented products, and creating research and development (R&D) 

platform are also other core strategic objectives.21 

                                                           
16 Ethiopia Centers for Disease Control and Prevention (CDC) report, Population Reference Bureau (2018), 

at 1. or available at: www.cdc.gov/globalhealth/countries/ethiopia accessed on 5 January 2019. 
17 WHO Report, supra note 2, at 24. 
18 The Federal Democratic Republic of Ethiopia (FDRE) Ministry of Health, Ministry of Industry and the 

WHO, National Strategy and Action Plan for Pharmaceutical Manufacturing Development in Ethiopia 

(2015-2025), Developing the Pharmaceutical Industry and Improving Access. (2015), at 1  or available at: 

http://www.who.int/phi/publications/Ethiopia_strategy_local_poduction.pdf accessed on 5 January 2019. 

(Hereafter the  Pharmaceutical Strategy). 
19 Id, at 8. 
20 Id. 
21 Id. 

http://www.cdc.gov/globalhealth/countries/ethiopia
http://www.who.int/phi/publications/Ethiopia_strategy_local_poduction.pdf
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But the preamble of the 1995 patent proclamation expressly recognizes utilitarian 

objectives for patent protection: encourage local inventive activities so as to build 

technological capability and to encourage the transfer and adaptation of foreign 

technology. It also provides IPR protection for any technological inventions that satisfy 

the stringent patentability standards of worldwide novelty, inventive step and industrial 

applicability.22 But, it does not exclude any specific sector from patent protection and 

hence patent is available to any technology including pharmaceutical invention.  

Thus, medicines that are produced by generic and innovative pharmaceutical industry 

treated as technological inventions.23 Besides, Ethiopia’s patent regime recognizes strong 

IPR protection for drug inventions from the scratch that allows both product and process 

patent available for the inventor in the pharmaceutical field innovation.24 So, strong IPR 

protection in the patent system enables the patentee to exercise exclusive rights and 

prevent third parties from the acts of making, using or selling the brand drug without his 

consent.25 However, an optimal level of pharmaceutical patent protection hampers local 

pharmaceutical industry development and also entails adverse effect on access to 

affordable medicines. 

 In order to minimize the problem of access to affordable medicine by enhancing 

domestic pharmaceutical industry, the patent proclamation recognizes various patent 

exceptions like voluntary license and compulsory license could be exploited without the 

consent of the patentee upon payment of adequate and equitable remuneration.26 

However, our CL grounds and the issue of royalty for its issuance are too narrow and 

vague respectively. Besides, the 1993 national health policy of Ethiopia simply seek to 

realize access to medicine for all without establishing coherent and well integrated policy 

frameworks like the national industrial policy and relevant governmental stakeholders’ 

collaboration. 

                                                           
22 A Proclamation Concerning Inventions, Minor Inventions and Industrial Designs Proclamation No. 

123/1995, NEGARIT GAZETA OF THE TRANSITIONAL GOVERNMENT OF ETHIOPIA, 54th Year 

No. 25, Addis Ababa: 10th May, (1995), Article 3. (Hereafter the  Patent Proclamation).  
23 Jackline I. Nyaga, Implementing Parallel Importation and Licensing Mechanisms to Increase Access to 

Medicines in Kenya, A thesis submitted to a partial fulfillment of the requirements for the degree maters 

of science of law in International Legal Studies, Sanford University, Law School, (2009), at 12. 
24 The Patent Proclamation, supra note 22, Article 2(5). 
25 Id, Article 22(1). 
26 Id, Article 25(2). 



5 
 

1.2. Statement of the Problem 

Ethiopia’s PNSPA aspires to establish leading African pharmaceutical hub by attracting 

investment to attain dual benefit. Firstly, ensure access to medicine since currently only 

64% is available from the total needed essential medicines and below 20% meet by local 

production by the existing nine drug industries. Secondly, enhance economic growth by 

exporting pharmaceutical products mainly in Africa. In order to realize these promising 

goals, establishing vibrant domestic pharmaceutical industry is very critical issue.  

Indeed, Ethiopia has tried to enhance its legal and institutional frameworks to realize the 

development of domestic pharmaceutical industry. For instance, provide fiscal and non-

fiscal investment incentives, build pharmaceutical cluster industrial park that can receive 

500 firms and establish pharmaceutical industry development institute. The preamble of 

patent proclamation further expressly encourages local inventive activities and adaptation 

of foreign technologies. Besides, the ministry of science and technology policy so-called 

“green paper” keen to imitate advanced countries brand medicines inventions. Likewise, 

the 2015 PNSPA and the 2017 Ethiopian Investment Board (EIB) pharmaceutical policy 

recommendations encourage local generic drug production.   

The appropriate patent breadth, only process patent has also pivotal role to foster the 

development of thriving domestic pharmaceutical industry especially at the initial stage 

of development since it allow imitation of patented drugs. However, Article 2(5) of the 

patent proclamation No. 123/2995 explicitly recognizes both product and process patent, 

strong pharmaceutical patent protection which states that:  

“Patent” means the title granted to protect invention:  the invention may 

relate to a product or process.” 

So, Ethiopia’s recognition of product patent for the patentee implies that domestic drug 

firms prohibited manufacturing generic drugs by using patented medicines chemical 

components through imitation. Besides, the recent alarming increment of foreign 

pharmaceutical patent grants by EIPO since 2015 could ultimately block the existing and 

upcoming generic pharmaceutical producers to invent and manufacture generic drugs 

through imitation by using on-patent medicines. Besides, Ethiopia has not well-

organized, integrated and coherent pharmaceutical oriented health and industrial policy 



6 
 

frameworks yet that favor and encourage generic drug production. A workable CL which 

has broad grounds and clear rules to determine royalty in advance for its issuance is 

another vital patent exception to expedite the building of vibrant local pharmaceutical 

industry. But, Ethiopia has narrow and stringent grounds to issue CL and the amount of 

royalty fixed by EIPO is too subjective since there is no any clear rules or guideline yet 

as to how it fixed by EIPO when parties disagree. This could further entail potential 

disputes and too expensive cost incur by EIPO to utilize CL properly and finally hamper 

the overall domestic pharmaceutical industry development.  

Ethiopia will accede the WTO with the exiting strong domestic patent system could 

further impede the nation to exploit the TRIPS Council decision on pharmaceuticals, 

transition period for LDCs until 2033. So, Ethiopia’s failure to exploit the LDCs 

transition period properly while acceding the WTO also hinders attraction of investment 

in the pharmaceutical cluster industrial park and the overall local pharmaceutical industry 

development. This is because, generic MNCs innovative capabilities via imitation who 

wants to invest in Ethiopia cannot be stimulated by strong patent since it is barrier for 

imitation rather require huge amount of capital, usually $2-8 billion in R&D process and 

more than 20 years to invent a new drug. Thus, strong pharmaceutical patent hamper 

generic drug innovation since the effort of building thriving local pharmaceutical industry 

in Ethiopia involves copying off-patent drugs, imitation and reverse-engineering of brand 

pharmaceutical inventions which can be realized by minimum capital within three years. 

To alleviate the problem at hand that arises from the pharmaceutical oriented policy and 

patent regime loopholes, some DCs such as India use its domestic policy and patent legal 

frameworks. The 1970 Indian Patent Act, under lux patent regime, its pharmaceutical 

industry grew more than 23,000 and become the world fourth largest producer of quality 

generic medicines by 2004. Recently, Bangladesh and Uganda, members of the WTO 

also appropriately utilize the TRIPS Council decision domestic policy space for LDCs 

until 2033, attract giant generic MNCs like Cipla in their domestic pharmaceutical 

industry to produce quality generic medicines such as on-patent anti-cancer and diabetes 

drug by lenient patent regime. They also used broad grounds of CL and clear rules that 

fix royalty in advance by laws to boost local drug production. However, when we see the 
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Ethiopian pharmaceutical related policy frameworks and bylaws of the patent regime, 

nothing is amended for the actual development of local pharmaceutical industry yet.  

1.3. Objective of the Study 

1.3.1. General Objective  

The main objective of this study is to explore whether the current Ethiopia’s strong patent 

regime provide adequate flexibility for the actual development of thriving domestic 

pharmaceutical industry, aspires to be the African pharmaceutical hub in the near future.  

1.3.2. Specific Objectives 

  Examine current Ethiopia’s strong patent regime challenges for the actual 

development of local pharmaceutical industry. 

 Assess the existing pharmaceutical oriented policies and institutional frameworks role 

to attract investment for the development of thriving local pharmaceutical industry. 

 Examine and assess the rules of compulsory license to improve generic drug 

production by domestic pharmaceutical industry. 

 Examine the role of the TRIPS Council decision on pharmaceuticals transition period 

for LDC’s until 2033 to establish vibrant local generic pharmaceutical industry. 

 Explore the approaches taken by some nations to deal with lux patent regime for their 

vibrant local pharmaceutical industry development. 

1.4.  Research Questions 

1. Does the current strong patent regime relating to patent breadth provide sufficient 

flexibility to attract investment for domestic pharmaceutical industry development 

in Ethiopia?  

2. Are the existing conditions and procedures of compulsory license encourages 

generic drug production by domestic pharmaceutical industry?   

3.  Does the TRIPS agreement allow Ethiopia to enact pro-generic pharmaceutical 

industry patent regime?  

1.5.  Significance of the Study  

This study could bring a significant change in Ethiopia’s domestic patent regime in order 

to meet the country’s economic growth goals and access to affordable medicines. 

Therefore, the adverse effect of the existing domestic strong pharmaceutical patent 
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system for the actual development of the near future leading African pharmaceutical hub 

is unexplored area in academic research in the country. Thus, this research used as an 

alert for domestic investors and generic MNCs who wants to engage in local generic 

pharmaceutical production as well as Ethiopia’s WTO accession process stakeholders or 

any concerned bodies for the realization of building a vibrant domestic pharmaceutical 

industry. Apart from this, numerous literatures are written on the issue at hand in various 

nations. However, there are too few literatures written in Ethiopia and hence there is no a 

comprehensive literatures or researches on the role of patent regime for the building of 

thriving domestic pharmaceutical industry in Ethiopia. 

Generally, this research could be used as a standing stone and reference material for those 

individuals and institutions who want to do further research on the area. Moreover, it also 

useful to reveal those practical problems of the society especially patent legal lacunas 

costs poorest Ethiopian populations for access to affordable medicine in the existing 

rampant diseases due to lack of thriving generic domestic pharmaceutical industry.  

It also enables the concerned body and readers to know the actual problem existed in the 

area and aware others including academicians. The last but not the least, it could also 

provide new insights for concerned bodies such as policy makers, lawmakers, ministry of 

trade (multilateral trade relation & negotiation directorate), ministry of health, ministry of 

industry, EIPO, EIC, FBPIDI and other concerned government bodies institutions to 

consider and rethink the existing drug related policy frameworks and patent regime needs 

new solutions. 

1.6. Scope of the Study 

The issue of pharmaceutical patent is one of the most sensitive and complex concept in 

the world IPR (patent) protection discourse and Ethiopia’s patent law. Nonetheless, the 

study focused on Ethiopia’s patent regime relating to pharmaceutical patentable subject 

matter breath, patent exception, CL and its implication while acceding the WTO will be 

realize in the near future. It also focused on pharmaceutical oriented policy and 

institutional frameworks for the establishment of vibrant local pharmaceutical industry 

which aspires to become African pharmaceutical hub and to realize access to affordable 

medicine and enhance its economic growth. 
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1.7. Literature Review 

The issue of establishing effective and vibrant local pharmaceutical industry becomes a 

series issue especially in DCs and LDCs, the victim of widespread communicable 

diseases and NCDs. So, it gets utmost due attention in different nations domestic and 

international literatures after the TRIPS agreement provides strong pharmaceutical patent 

protection. Even if Ethiopia is not member of the WTO yet, our patent proclamation 

provide TRIPS compatible higher standard IPR protection for pharmaceuticals. There are 

too few domestic literatures reviewed in this section to address an effective patent regime 

help the development of thriving domestic pharmaceutical industry that enables to 

produces quality generic medicines. However, plenty of foreign literatures reviewed in 

chapter two since it play vital  role to understand the sensitiveness of the problem at hand 

and used as a stepping-stone for studying the Ethiopian pharmaceutical patent regime.  

From a legal point of view, Getachew Mengiste points out that patent system creates a 

favorable environment that stimulates local inventive through disclosure of technological 

information related to an invention, technology transfer, investment and thereby enhances 

scientific and technological progress in any country by granting exclusive rights for the 

patentee.27 Unlike most African nations, Ethiopia is not a member any regional or 

international patent system except World Intellectual Property Organization (WIPO).28 

So, failure to become member of any regional or international patent system may hinder 

FDI attraction in the technological filed.29 However, it doesn’t address the appropriate 

patent breadth protection, weak or strong patent protection is suitable in order to achieve 

the above stated role of patent regime for local pharmaceutical industry development. 

Besides, it doesn’t discuss sensitive specific sectors, weather pharmaceutical product 

patent protection enhances the building of local generic pharmaceutical industry or not.  

Fikremarkos Merso study on the role of patent to realize access to affordable medicines 

reveals that, Ethiopia relies heavily on importation of generic drugs from the cheapest 

                                                           
27 Getachew Mengistie, The Patent System in Africa: Its Contribution and Potential in Stimulating 

Innovation, Technology Transfer and Fostering Science and Technology, the United Nations Economic 

Commission for Africa (UNECA), (2010), at 3-4. 
28 Id, at 10. 
29 Id, at 19. 
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available sources like India.30 Besides, Ethiopia has other options like compulsory license 

and parallel importation (national exhaustion rule) which is also permitted under Article 

30 and 31 of the WTI-TRIPS agreement and Article 22(2) and 25(1)(c) of Ethiopia’s 

patent proclamation respectively.31 However, since Ethiopia is a LDC, he failed to 

examine the grounds of granting CL for domestic pharmaceutical industry is too narrow 

or sufficiently broad in order to ensure access to lifesaving medicines. Furthermore, he 

does not consider the public health emergency issues such as endemic diseases that need 

immediate access to lifesaving medicines. Additionally, he failed to appreciate the 

potential disputes that arise from CL royalty for the patentee which has not clear 

guideline32 for pharmaceuticals at time of parties’ disagreement.  

Another study further shows that import drugs from other nations by using foreign CL is 

additional burden in the prevalence of hard currency shortage like Ethiopia and hence the 

potential use of these options is likely to be very limited.33 Though, there is no domestic 

literature that deals about the proper and efficient uses of patent exception such as CL in 

Ethiopia which has vital role for the development of viable local pharmaceutical industry. 

Misganaw et al study additionally reveals that Ethiopian Pharmaceutical Supply Agency 

(EPSA) provides a lot of incentive for local drug manufacturers like 25% price 

preference in the lowest-priced bid to compete with imported pharmaceutical products at 

the expense of patients. Hence, prices of local produced medicine were 45% higher than 

those of imported products.34 However, Ethiopia doesn’t fulfill essential medicine, only 

60% medicines are available in the public sector.35 But, it doesn’t say anything how 

Ethiopia enhance access to affordable essential medicine by establishing effective local 

pharmaceutical industry by using appropriate patent breadth, lenient patent regime and  

patent exceptions such as workable and effective CL regime. 

                                                           
30 Fikremarkos Merso, Ethiopia’s Accession to the WTO: Does it imply anything on Access to Affordable   

Medicines?, Addis Ababa University, Faculty of Law, Series in Business Law Vol. 2, (2008), at 15. 
31 Id, at 13. 
32 Patent proclamation supra note 22, Article 33.  
33 Yvonne K. Nkrumah et al, Improving Access to HIV/AIDS Medicines in Africa: Trade-Related Aspects of 

Intellectual Property Rights Flexibilities, The International Bank for Reconstruction and Development 

(IBRD) /World Bank (WB), (2008), at 14. 
34 Misganaw et al, supra note 6, at 4. 
35 Teferi Gedif et al, Prices and availability of locally produced and imported medicines in Ethiopia, World 

Health Organization (WHO), Report of a survey conducted ( 2016), at 5. 
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1.8. Research Methodology  

The researcher mainly used a doctrinal type of legal research. To attain the objectives and 

to address the research questions listed above, the research is done by employing a 

qualitative research method primarily devoted to sound reasons, justifications and logical 

arguments on literatures, legal provisions and foreign decided court cases.   

In relation to the methods of data collection, both primary and secondary sources of data 

were gathered and used. With regard to primary sources: the researcher predominantly 

assessed and examined the relevant Ethiopian patent laws which help to address the 

research objectives and questions of the study. Besides, other relevant laws such as the 

FDRE constitution, EIB and EIPO establishment proclamations, investment laws, and the 

WTO-TRIPS multilateral agreement are assessed. In assessing and examining the 

relevant provisions in these legal documents, statutory interpretations rules are used. 

 Interview is also used as a primary source, semi-structured depth personal interview is 

conducted with an academician who specializes in patent law. Moreover, with relevant 

governmental institutions legal, public heath, investment, multilateral trade negotiation 

and pharmaceutical patent examination experts, semi-structured depth personal interview 

were also conducted. In selecting the interviewee, purposive sampling techniques were 

employed based on the participant’s experience, position and expertise.  

Secondary sources of data gathered from books, internet, cases, journals articles and 

official government portals were also assessed in the study. The experience of 

Bangladesh, India, South Africa and Uganda are also consulted in the study because they 

properly used their patent regime, under weak patent regime become successful to build 

thriving domestic pharmaceutical industry. Besides, both Bangladesh and Uganda are 

LDCs that effectively exploiting the TRIPS Council decision transition period domestic 

policy space for pharmaceuticals until 2033. In doing so, both nation attract giant generic 

pharmaceutical MNCs and established thriving local pharmaceutical industry, enhance 

their economic growth and ensure access to affordable lifesaving medicines through local 

production. Thus, both nations can be a successful reference and model countries for all 

LDCs like Ethiopia, will accede the WTO in the near future. 



12 
 

1.9. Limitation of the Study 

The study has few limitations that may affect its inclusiveness. In particular, lack of 

adequate time and finance made it difficult for the researcher to address both the legal 

and practical experience of the implication of strong patent regime on Ethiopian generic 

pharmaceutical industry development in a considerable depth. So, not to affect the 

findings of the study, the researcher inclined more to critically examining the 

pharmaceutical oriented policy framework and patent regime and other related legal 

instruments. Besides, lack of sufficient supportive domestic literatures was also a 

challenge. However, the researcher tried all his best, to avoid its effect on the findings of 

the study by using the most relevant literatures in the context of Ethiopia. 

      1.10. Organization of the study 

 The study is organized into five chapters. The first chapter is about the general 

introduction of the study. It described the planned research or the research proposal.  

Chapter two is dedicated to highlight the general literature on the subject matter. 

Accordingly, the definition, types and peculiar features of pharmaceuticals are discussed. 

Then after, genesis and patent breadth of pharmaceuticals are discussed. It also deeply 

discusses the role of lux patent regime and its ultimate benefits for local pharmaceutical 

industry development. Finally, the role of CL for the establishment of thriving domestic 

pharmaceutical industry is discussed.  

Chapter three also makes a short exploration on the role coherent and integrated drug 

related policy frameworks, weak patent regime, exploiting the TRIPS Council decision 

for pharmaceuticals until 2033 for LDCs and workable CL to enhance local 

pharmaceutical industry development in some selected Southern nations such as 

Bangladesh, India, South Africa and Uganda.  

Chapter four is devoted to discussing the main theme of the study. It made a general 

introduction on the socio-economic and health sector profile as well as general overview 

of the pharmaceutical sector of Ethiopia. The study critically discussed Ethiopia’s 

pharmaceutical related policy and institutional frameworks as well as the current 
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Ethiopia’s strong patent regime relating to subject matter breadth implications for local 

pharmaceutical industry development. It also broadly explores the existing Ethiopia’s 

major patent exception, CL regime effect on local pharmaceutical industry development 

in the country. The final part addresses how lenient patent regime enables Ethiopia to 

accede the WTO in the near future.  

The final chapter contains the conclusion and recommendations. Accordingly, a summary 

is made on the main findings of the study. Based on the findings, recommendations are 

forwarded to the specific concerned body. 
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CHAPTER TWO 

2. THEORETICAL AND CONCEPTUAL FOUNDATION OF STRONG AND 

WEAK PATENT REGIME IN GENERAL  

2.1. Conceptual Underpinning on the Relationship between Drug Invention and 

Pharmaceutical Patent Protection 

In order to properly understand pharmaceutical invention protected by the patent system 

under IPRs protection, it is better to appreciate the concept of intellectual property (IP) 

law in general and patent in particular. Property is very complex and dynamic concept, 

which has evolved dramatically since the 18th Century.36 In the earliest stage, it referred 

only land but gradually include other tangible and intangible properties.37 Unlike tangible 

property law, IP law provides bundle of rights for the owner which results from creation 

of human mind in the industrial field and cultural (literary and artistic) fields.38 IP law 

basically regulates incorporeal properties like patent, copy right, trade mark, industrial 

design, geographical indications and provides IPR protection for the owner.39  

 Patent as a branch of IP law is not the kind of thing for which the government has been 

willing to grant ownership rights to the inventor. Instead, provide IPR protection to the 

newly invented products.40 So, it provide legal protection for the inventor in the industrial 

field for many types of technological invention that satisfy the cumulative requirements 

of patentability; novelty, inventive step, and industrial application.41 Patent can be 

granted for products and processes.42 Pharmaceuticals are also treated as technological 

                                                           
36 RICHARD A. SPINELLO AND HERMAN T. TAVANI, INTELLECTUAL PROPERTY RIGHTS: 

FROM THEORY TO PRACTICAL IMPLEMENTATION, (Information Science Publishing, Idea Group 

Inc.), (2005), at 4. 
37 Id. 
38 Id. 
39 Karan Singh et al, Intellectual Property Rights-A general Introduction, Vardhaman Mahaveer 

University, Kota, (2010), at 6. 
40 PETER DRAHOS, A PHILOSOPHY OF INTELLECTUAL PROPERTY, (Dartmouth Publishing 

Company Limited), (1996), at 10. 
41 Chandra N. and Sanjib B, Intellectual property rights: An overview and implications in pharmaceutical 

industry, JOURNAL OF ADVANCED PHARMACEUTICAL TECHNOLOGY & RESEARCH, Volume 2, 

No. 2, (2011), at 89. 
42 Id. 
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inventions and subject matter of both process and product patent system in the health 

sector under various domestic, regional and international patent legal regimes.  

2.2. Pharmaceuticals: Definition and Categories 

A. Definition of Pharmaceuticals 

Pharmaceuticals are health-related products such as medicines, vaccines and diagnostics. 

The annex to the amendment to TRIPS defines “pharmaceutical product as any patented 

product, or product manufactured through a patented process, of the pharmaceutical 

sector needed to address the public health problems”.43 So, pharmaceuticals are 

chemicals that are designed to prevent, diagnose, treat, or cure a particular human beings 

disease. In this vein, the researcher uses the terms drugs, medicines, vaccines and 

pharmaceuticals interchangeably in this study. 

B. Categories of Pharmaceuticals 

Pharmaceuticals broadly classified into two. The first type focused on production process 

while the second type of pharmaceuticals classified based upon manufacturer’s market 

competition and public consumption of finished form of medicines. 

Figure 1: Pharmaceuticals manufacturing discovery cycle 

 

 

 

 

 

 

Source: Compiled by the researcher from various websites. 

                                                           
43 The WTO General Council, Amendment to the TRIPS Agreement WT/L/641 (2005), or available at: 

http://www.wto.org/english/tratop_e/trips_e/wtl641_e.htm accessed on 8 March 2019. 
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From the drug manufacturing process perspective, there are three major categories of 

pharmaceuticals ingredients or various chemicals used in making pharmaceuticals; new 

chemical entity, Active Pharmaceutical Ingredient (API) and finished drug.44 

i. A new chemical entity means candidate molecules that are developed in the early 

stages of drug development that address a biological target. It needs to be synthesized and 

tested in laboratories and through human clinical trials before they can be approved as 

medicines by drug regulatory authority.45 Drug companies involved in Research and 

Development (R&D) process often seek patent protection over new chemical entities.46  

ii. Active Pharmaceutical Ingredient (API) refers to the chemical substance in 

medicine that is biologically active which is a highly sophisticated process.47 The 

development of API requires high levels of engineering skills and chemistry knowledge. 

But, it should distinguished from excipients, the components of a drug that are not 

biologically active like, gelatin capsules that are combined with the API to produce the 

final drug in the form of tablets, injectable and the like.48 It is also subject matter of 

patent protection.  

iii. Finished form medicines are a form which firms mix APIs and excipients; press the 

mixture into pills, or injections and then package the product for the consumer. Meaning, 

manufacturers produce the final drug product to be sold in the market and consumed by 

the patient. It can also be categorized as innovators or generic companies.49   

Pharmaceuticals can be further classified as brand drug and generic drug from 

pharmaceutical companies’ market competition and public consumption perspective. 

i. Brand drug refers to the final product manufactured by innovator pharmaceutical 

companies to be sold and consumed by patients.50 Pharmaceutical firms invest in R&D 

                                                           
44 WTO, WIPO and WTO, Promoting Access to Medical Technologies and Innovation: Intersections 

between public health, intellectual property and trade, (2012), at 40. 
45 Id. 
46 Id at 44. 
47 Id.  
48 Id. 
49 M. Aitken, Understanding the pharmaceutical value chain, The Globalization of the Pharmaceutical 

Industry, PHARMACEUTICALS POLICY AND LAW, Volume 18, No 1, (2016), at 56. 
50 Id.  
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process to discover new medicines for negligible diseases which have not cured 

medicines previously. The largest cost associated with drug discovery is to identify new 

chemical entities that have the potential to advance the standard of disease treatment, and 

the costs of subjecting potential drug candidates to rigorous testing through clinical 

trials.51 Additional costs is also incurred to regulatory authority approval for market, and 

once approved costs are incurred by them to promote and educate key stakeholders about 

the product and the benefits it can bring to patients. Generally, the average cost per drug 

developed and approved by single-drug manufacturer is $350 million.52  

ii. Generic drug denotes a medicine that is chemically similar and bioequivalent53 to 

brand drug and has the same medical effects on the human body like brand drug. Generic 

drugs can be produced legally by competitive pharmaceutical firms through imitation, 

copying or reverse engineering only if there is no product patent protection for the brand 

drug owner. This can happen either after a patent expires or is otherwise invalidated in a 

country, or where there is no product patent for the originator drug that has never been 

patented in that country in the first place or compulsory license is granted.54  

2.3. Peculiar Features of Pharmaceuticals  

Pharmaceuticals and its industry have various peculiar features which distinguished from 

other technological invention industry and its products. Some of these are the followings. 

2.3.1. Technology-Based Industry 

The pharmaceutical industry is one of the three technology-based industries like chemical 

and biotechnology industry. These three technology-intensive industries are much 

                                                           
51 Id , at 57.  
52 Id. 
53 Id, Bioequivalence in generic pharmaceutical companies means that pharmaceutically equivalent and 

their bio-availabilities (rate and extent of availability) with brand pharmaceutical product after 

administration in the same molar dose are similar to such a degree that their effects, with respect to both 

efficacy and safety, can be expected to be essentially the same. In other words, generic drugs have equal 

physiological effectiveness like the innovator drugs. It also means that pharmaceutical equivalence to the 

same amount of the same active substances, in the same dosage form, for the same route of administration 

and meeting the same or comparable standards but produced by different process and phases from brand 

drugs. 
54 M. Aitken, supra note 49, at 58. 
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different from other patenting industries such as computers and electronics.55 Many 

patent filings in the computer and electronics industries are characterized by extensive 

use of other techniques for managing inventions, including the use of trade secrecy and 

the pooling of patents with those of competitors to accommodate government and 

industry technical standards.56 However, the pharmaceutical industry directed to intensive 

laboratory R&D process and clinical trials.57  

2.3.2. Intense Research and Development (R&D) Process 

Unlike other technological industries, pharmaceutical invention has a strong cumulative 

nature. As table 1 shows that the process of creating a new drug has three phases: drug 

discovery, drug development and commercialization. Legally speaking, the upstream 

innovative pharmaceutical patent holder confers absolute legal monopoly to exclude 

others from making, selling or using the invention protected by the patent, as well as 

preventing other competitive generic pharmaceutical industries from further research 

activities and commercially exploiting the brand medicine.58 In other words, the upstream 

pharmaceutical patentee blocks further downstream competitive pharmaceutical firms to 

conduct R&D on the patented pharmaceutical NCE, API and brand drugs. Consequently, 

it has a negative impact on generic drug development by new processes.59  

However, the TRIPS agreement recognizes exceptions, limit the broadest exclusive right 

of innovative firms to mitigate distortion of competitive international trade and enhance 

normal exploitation of the patent in the form flexibility and public health reasons.60 

Following this, many WTO member states employed their discretionary power vested via 

the TRIPS agreement61 impose exception on the patentee exclusive right. They used this 

provision to encourage local innovative capabilities especially in the pharmaceutical 

                                                           
55 Bruce Lehman, The Pharmaceutical Industry and the Patent System, President, International Intellectual 

Property Institute, (2003), at 7. 
56 Id.  
57 Id. 
58 Xuan Li, The Impact of Higher Standards in Patent Protection for Pharmaceutical Industries under the 

TRIPS Agreement: A Comparative Study of China and India, United Nation University, Research Paper 

No. 2008/36, (2008), at 9 or available at: www.wider.unu.edu  accessed on 24 February 2019. 
59 Id, at 10. 
60 Id.  
61 The TRIPS Agreement, supra note 16, Article 30. 

http://www.wider.unu.edu/
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sector which is essential to realize access to affordable medicines. For instance, India, 

founder of WTO, permit its researchers to use a patented pharmaceutical invention for 

research, in order to understand the brand drug invention more fully and finally enhance 

its science and technology to produce generic medicines through imitation. Hence, in 

literatures, Article 30 of the TRIPS agreement called as the “research exception”.62 

2.3.3. Effective Patent Life (EPL) 

The lengthy-time period consumed by the regulatory approval process for pharmaceutical 

patent filing leads firms to receive far shorter periods of patent exclusivity than the case 

for other innovative firms that are not obliged for early disclosure of inventions and not 

subject to rigorous government regulation.63 Therefore, Patent Term Extension (PTE) is 

robust mechanism that enables innovative pharmaceutical patentee with the benefits of an 

exclusive market position during the extension period.64 EPL or PTE was recognized in 

U.S. under the 1984 Waxman-Hatch Act which also encourages the manufacture of 

generic drugs.65  

2.3.4. Price of Medicines Regulation 

 Unlike prices for other technological products such as electronics and textiles, medicine 

prices are regulated and determined by domestic pricing policies and legal frameworks 

that are unique to each country.66 This is because medicines are not luxury goods for the 

public rather one way of ensuring human right, right to life for patients.67 For example, in 

Russia, the maximum manufacturer price for drugs on the essential drugs list is based on 

product type and whether the product is manufactured in Russia or other countries.68 

Therefore, price of medicine regulation is one basic peculiar feature of pharmaceuticals 

in most nations.  

                                                           
62 WTO,  Fact Sheet, TRIPS and pharmaceutical patents, (2005), at 3. 
63 Id.  
64 Id.  
65 Id. See also The Drug Price Competition and Patent Term Restoration Act (Public Law 98-417/1984), or 

availableat:https://en.wikipedia.org/wiki/Wikipedia:Text_of_Creative_Commons_AttributionShareAlike_

3.0_Unported_License accessed on  24 June 2019. 
66 M. Aitken, supra note 47, at 57. 
67 Id.  
68 Id, at 58. 

https://en.wikipedia.org/wiki/Wikipedia:Text_of_Creative_Commons_AttributionShareAlike_3.0_Unported_License
https://en.wikipedia.org/wiki/Wikipedia:Text_of_Creative_Commons_AttributionShareAlike_3.0_Unported_License
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2.4. The Genesis of Pharmaceutical Patent System 

Invention of new pharmaceuticals either brand or generic medicines granted patent 

protection (strong and/or weak patent) for the inventor has different ages. So, it has own 

rationales at domestic and international level.69  

2.4.1. Domestic Pharmaceutical Patent System 

 All technological innovations in the industrial field like machines granted both process 

and product patent traced back to the 5th Century in Greek.70 However, pharmaceutical 

products were traditionally non-patentable.71 Pharmaceutical inventions granted solely 

process patent traced back to 17th C. The 1623 Statute of Monopolies of UK was the 

pioneered formal patent instrument to grant only process patent for pharmaceutical 

inventors to encourage them for further invention in the pharmaceutical field.72  

 Following the 1623 Statute of Monopolies of the UK, many European countries and 

USA has adopted weak pharmaceutical patent because of migration of individuals due to 

colonization and modernizing domestic legal system through legal transplantation.73 

Thus, product pharmaceutical patent was excluded in most developed countries. For 

instance, In France, it was prohibited under the 1844 patent law until the 1966 patent 

legislation allowed it. In Germany, it was explicitly excluded under the 1877 patent law 

until the 1968 patent law. In Italy, it was prohibited until the 1978 patent law. In Spain, it 

was introduced in 1986 as a consequence of the country’s accession to the European 

Economic Community and the law was effective from 1992.74  

However, both process and product pharmaceutical patent were traditionally excluded in 

the Southern nations. Nearly fifty DCs did not grant patent protection for drugs when the 

                                                           
69 Bruce Lehman, supra note 55, at 4. 
70 Id. 
71 Poku Adusei, Pharmaceutical Patent Protection and Development in Sub-Saharan Africa: Laws, 

Institutions, Practices, and Politics, A thesis submitted to in partial fulfillment of the requirements of the 

degree of  Doctor of Civil Law, McGill University, Faculty of Law, (2012), at 77. 
72 Saad Abughanm, Protection of Pharmaceutical Patents and Data under TRIPS and US-Jordan FTA: 

Exploring the Limits of Obligations and Flexibilities: A Study of the Impacts on the Pharmaceutical 

Sector in Jordan, A thesis submitted in conformity with the requirements for the degree of SJD, 

University of Toronto, Graduate Department of the Faculty of Law, (2012), at 13. 
73 Id, at 15. 
74 Xuan Li, supra note 58, at 1. 
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Uruguay Round GATT negotiation began in 1986.75 The justification behind this was to 

allow local pharmaceutical companies to produce generic drugs by using new processes 

and methods.76 The southern nations may therefore pursue a self-sufficiency policy in the 

pharmaceutical industry to ensure an adequate supply of medicines at affordable prices to 

cover the broadest spectrum of diseases.77  

Generally, domestic pharmaceutical patent protection is new phenomenon relatively from 

other types of technological innovations which provided patent protection. Besides, even 

after developed nations in their domestic legal regime provide patent protection for 

pharmaceuticals, it was weak IPR protection for the patentee until the last two decades of 

the 19th Century. Thus, pharmaceutical patent was totally neglected technological 

invention to grant IPR protection in DCs and Least Developed countries (LDCs) until 

they obliged by the 1994 WTO-TRIPS agreement. 

2.4.2. International Pharmaceutical Patent System 

Unlike a domestic pharmaceutical patent, international pharmaceutical patent protection 

is relatively too recent phenomena that traced back to the end of 19th Century. Nations at 

domestic stage recognize divergent patent regime to realize the industry development and 

ensure access to affordable medicines by excluding pharmaceutical patent at all mostly 

by the Southern nations or by enacting sui generis pharmaceutical patent regime usually 

in developed countries to encourage further innovation in the field.78 So, divergent IPR 

protection for pharmaceuticals at domestic level paved the way to the international 

community, failed to come up with binding international pharmaceutical patent 

protection for the inventor in the pharmaceutical field.79 Nonetheless, historically, there 

are two well-known international pharmaceutical patent instruments. 

Firstly, the 1883 Paris Convention on Industrial Property Rights (PCIP) is the first 

multilateral patent treaty in the technology field. The primary aim of the PCIP is to secure 

                                                           
75 Id. 
76 Id.  
77 Id, at 2. 
78 John R. Thomas, Patent Law and Theory, A Handbook of Contemporary Research, Challenges to the sui 

generis regime of pharmaceutical patents, (2008), at 467. 
79 Id. 
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the rights of industrial property holders such as patents, industrial designs and trademarks 

etc. In relation to patent, it provides only process pharmaceutical patent.80 Accordingly, 

most member states including developed nations like Italy, Germany and Japan excluded 

pharmaceutical product inventions from patent protection albeit they protected 

pharmaceutical processes to realize their public and industrial policy objectives, to 

promote further innovation and development, ensure access to affordable medicine.81  

The World Intellectual Property Organization (WIPO) study in 1988 confirmed that out 

of the 98 PCIP members, 49 members excluded product pharmaceutical patent.82 The 

very justification why most member states to the PCIP recognize only process 

pharmaceutical patent and grant discretionary power and domestic policy space to them 

for domestic product pharmaceutical patent regulation is to achieve the appropriate 

balance between product pharmaceutical patent and access to medicines is due to 

pressing debatable issue especially in the existence of rampant epidemic diseases.83 

Secondly, the 1994 WTO-TRIPS multilateral agreement is another major international 

patent instrument for pharmaceuticals inventions. Developed countries with its giant 

Multi-National Corporations (MNCs) criticized the Paris Convention lenient 

pharmaceutical IPR protection. They call and advocate for upward expansion, strong 

patent protection across the globe in all fields of technological innovation including the 

pharmaceuticals as a negotiation item under the General Agreement on Trade and Tariff 

(GATT) Uruguay round negotiations on TRIPS. Moreover, the US courts,84 congress and 

government joined innovative MNCs anti-piracy bandwagon for enhanced patent 

protection.85 Conversely, DCs such as Brazil and India strongly argued that WIPO was 

the appropriate forum for IP standards and the GATT involvement with IP issues was 

                                                           
80 The Paris Convention, supra note 12, Article 4 and 5(2). 
81 Saad Abughanm, supra note 72, at 28. 
82 Id. 
83 Id. 
84 Roche Products Inc vs Bolar Pharmaceutical Co. case, (1984)  the court held that the use of patented 

medicines for clinical tests conducted by generic manufacturers before patent expiration was infringing 

even if the test was meant to fulfill the US Food and Drug Administration (FDA) regulatory approval 

process.  However, the effect of this ruling has now been minimized. Presently, generic manufacturers 

can use test data before the expiry of the patent for purposes of meeting regulatory requirements for 

approval of generic medicines in the US after 5 years by using WTO panel rule, Bolar exception. 
85 Poku Adusei, supra note 71, at 93-94. 
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inappropriate. They further contended that WTO is meant to foster free trade while strong 

pharmaceutical patent in particular under TRIPS has trade-restrictive implications; 

increases the medicine prices, hamper local pharmaceutical industry development and 

reduces trade flows.86 

Industrial countries promised to the Southern nations, liberalize and easy access to 

western markets for agricultural products, clothing and textiles as a quid pro quo 

mechanism.87 Besides, they refrain from using unilateral and bilateral trade pressures and 

sanction against them and use the TRIPS flexibilities to ensure public health but to accept 

strong IPR protection as part of global trade governance under WTO.88 Nonetheless, the 

African nations became politically inferiors who played no meaningful role and were 

largely absent from the initial Uruguay Round trade negotiations and hence they faced a 

take-it-or-leave-it approach.89 

Finally, the TRIPS agreement came up with strong IPR protection in all fields of 

technological innovations including both pharmaceutical products and processes as 

patentable innovation. It also stipulate that strong patent as minimum standard protection 

that should be provided by all WTO member states under domestic laws.90 To this end, 

all new health-related pharmaceutical products and processes, such as medicines, 

vaccines and diagnostics, are enclosed by the fence of protection of the TRIPS strong 

patent legal framework.91 Presently, the TRIPS provisions relating to patents are laid 

down from Articles 27-34. These provisions oblige all member states to provide effective 

protection and enforcement procedures against the infringement of patent rights. This has 

thus curtailed the sovereign powers of Sothern member states over IP rights regulation.  

Besides, unlike their promise in Uruguay round negotiation, the US and the EU continued 

to push DCs and LDCs to the brink of accepting higher standards IPR protection for 

pharmaceuticals (TRIPS-plus obligations) through ‘freer’ bilateral and investment 

                                                           
86 Id, at 95. 
87 Id. 
88 Arvind Subramanian, Has the intellectual property pact opened a Pandora’s box for the pharmaceuticals 

industry?, Medicine, Patent and TRIPS, Finance and Development, (2004), at 22. 
89 Poku Adusei, supra note 71, at 107. 
90 The TRIPS Agreement, supra note 16, Art. 27(1). 
91 Poku Adusei, supra note 71, at 50. 
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deals.92 It eliminate the discretion of the Southern nations public-health authorities in 

matters of compulsory licensing, parallel imports, and generic competition which 

permitted as exception to protect public health under TRIPS in the form of ‘TRIPS 

flexibilities’. Following this, the Southern nation’s policy makers and enormous 

literatures criticize the TRIPS as neoliberal agenda, strong pharmaceutical patent impede 

Non-industrial nations domestic pharmaceutical industry development and ultimately 

escalate the price essential medicines and thus affects the right to life, access to lifesaving 

medicines in the Southern societies.93 

 In consequence, the TRIPS agreement failed to properly promote the interests of DCs 

and LDCs as a means to build sustainable healthy societies and develop their local 

technological capabilities. So, it has generated contentious debates between developed 

nations and third world countries so-called “TRIPS North-South dichotomy”.94 Generally, 

with efforts underway to reverse unjust paths via the Doha Round and the WIPO 

development agenda, globalists should be aware of the possible harms of strong global 

patent. Accordingly, the breadth of patent protection which highly related to 

pharmaceutical product and process patent becomes the center of warmest debate under 

North-South dichotomy. 

2.5. The Subject Matter Breadth of Pharmaceutical Patent Protection 

Basically, the breadth of the pharmaceutical patent system is distinguished based upon a 

given patent regime provides weak or strong IPR protection, only process or product 

pharmaceutical patent respectively for the inventor. Besides, vast patent exceptions such 

as CL, parallel importation, voluntary license etc. are also another determinant factor to 

decide a given patent system provide higher or lower standard IPR protection for the 

inventor. So, a brief and clear-cut understanding of process and product patent is too 

important and relevant in order to adequately familiar with the level and strength of 

pharmaceutical patent protection and its legal effect thereof.  
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2.5.1. Process Pharmaceutical Patent Protection 

Process pharmaceutical patent means when a patent regime provides IPR protection for 

the patentees, usually for competitive pharmaceutical firms that produce generic drugs 

based upon new unique processes, phases and methods but by using the same chemical 

compound which has been used earlier by another innovative pharmaceutical firms.95 In 

other words, competitive pharmaceutical firms’ can produce generic medicines provided 

that they employed new process and methods. So, innovative pharmaceutical firms 

cannot prohibit other competitive pharmaceutical firms to produce generic drugs.  

Thus, process patent regimes tend to encourage more investment and effort into reverse-

engineering, imitation and copying of on-patent brand pharmaceutical products.96 

Therefore, the level of IPR protection for the generic inventor under process patent 

regime is weak patent protection. Because, it rewards the downstream innovator to 

produce generic medicines through imitation without innovator patentee consent. It also 

called in literatures “lower standard patent” or “narrow patent” or “weak patent”.97 

2.5.2. Product Pharmaceutical Patent Protection 

Product pharmaceutical patent system prohibits upcoming new generic pharmaceutical 

industries to produce the same bioequivalent generic drug even if they use new unique 

process, phases and methods.98 It is not only providing IPR protection for new processes 

to produce a certain drug but also the final product. In other words, the first inventor 

pharmaceutical firm has patent protection to the process as well as the final product drug 

or composition of matters like NCE and API. 

 This clearly shows that product pharmaceutical patent increases the breadth patent 

protection standard which helps innovative pharmaceutical firms to exclude all others 

generic competitive pharmaceutical firms to conduct research and produce bioequivalent 

drugs even if they have had new processes and methods without his prior consent. 

Henceforth, product patent encourages investment and efforts into creating new brand 
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pharmaceutical products for neglected diseases. It paves the way for the innovative 

pharmaceutical firm to fix the price of medicines since they have monopoly right to 

produce, sell, distribute, and license the invented brand medicine. In literatures, it also 

called “enhanced IPR protection” or “higher standard patent” or “strong patent”.99  

2.6. The Role of Lenient Patent Regime for Domestic Pharmaceutical Industry 

Development 

The breadth of pharmaceutical patent to increase local drug production and enhance 

access to medicine become an acrimonious debate and attracts considerable attention 

between the North-South countries policy-makers, economic and legal scholars in the 

world pharmaceutical patent system.100 It raises the hottest debate especially after the 

1994 TRIPS Agreement impose an obligation to all WTO member states including DCs 

and LDCs to replace the Paris Convention process patent by product patent in all 

industrial fields including pharmaceutical inventions. Thus, this stands as one of the most 

complex disciplines and contemporary global contentious issues.101 

Since the pharmaceutical industry is one of the most highly capital intensive sector, 

attraction of FDI in this sector is indispensable to enhance the industry.102 There are 

many determinant factors to attract generic FDI in the pharmaceutical field, auspicious 

lux pharmaceutical patent is one cardinal factor. The Southern nations are the primary 

proponents of weak pharmaceutical patent especially before, on and after the TRIPS 

agreement.103 

 At time of the Uruguay Round negotiation, DCs and LDCs vehemently opposed the idea 

of negotiating IP issues in general and pharmaceutical patent in particular since their 

health and industrial policies designed to establish vibrant local pharmaceutical industries 

to imitate foreign technologies and produce generic medicines.104 However, the TRIPS 

agreement minimum standard for member states domestic IP laws, strong pharmaceutical 
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patent was recognized due to unconvincing reasons and influences from developed 

nations.105 

The Southern nation’s policy-makers, various legal and economists literatures argued and 

forwarded many justifications from political, socio-legal and economic perspectives, 

third world countries are losers when they recognize strong pharmaceutical patent 

regime. Thus, they argue that weak pharmaceutical patent regime has positive impact to 

maximize consumers’ aggregate welfare, attract generic FDI, enhance further innovation, 

induce R&D, increase TT, encourage local production, realize access to affordable 

medicine, expedite pharmaceutical specialized industrial park development and increase 

an overall economic development of the Southern nations. 

2.6.1. Maximize Aggregate Welfare 

Plenty of legal and economic literatures revealed that strong pharmaceutical patent 

undoubtedly affects the Southern nation’s socio-economic welfare. This is because the 

Southern pharmaceutical firms are consumers of the Northern MNCs innovative 

pharmaceuticals. Thus, it is logically reasonable for them to prefer a lenient patent regime 

since it facilitate acts of imitation.106 In doing so, the Southern local innovative capacity 

will be encouraged to produce generic drugs and thus they can easily enhance consumer 

welfare.107  

Nogues also presented an analytical framework to assess the social losses incurred by the 

Southern nations due to enhanced pharmaceutical patent. He stressed that the social costs 

of strong patent hinder the building of thriving domestic pharmaceutical industry, causes 

drug price monopoly and would entail higher social losses. Finally, he concludes that the 
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TRIPS global strong patent regime result in a net economic loss for the Southern 

countries and a net economic gain for the Northern nations.108 

 Furthermore, the negative impact of a strong patent has been confirmed by several 

empirical studies. For instance, Xuan Li assessment on welfare effects, process patent 

provides fewer obstacles for follow-up innovation and vice versa holds true for product 

patent.109 He recommends that the proper patent breadth, lux patent regime preserve and 

enhance competition and improve aggregate welfare by limiting the scope of patent on 

upstream inventions.110 Deardorff also analyzed that strong patent will benefit developed 

nations innovative MNCs at the expense of economically poor patients in DCs and LDCs. 

He also marinated that such pharmaceutical patent should be exempted or lower standard 

protection maximizes the aggregate the world’s welfare.111  

Thus, the above stated facts revealed that strong patent never benefit third world 

countries while lux patent regime is the best IPR protection to increase aggregate welfare 

not only for DCs and LDCs but also for advanced countries. So, LDCs like Ethiopia 

should be able to enhance aggregate welfare by recognizing process patent for 

pharmaceutical inventions in order to foster competition in the pharmaceutical invention 

via copying, imitation and reverse engineering. 

2.6.2. Attract Generic FDI  

Most Southern nations’ scholar literatures and policy makers vehemently argue that 

process patent alone is the best and effective patent regime to attract generic FDI in the 

pharmaceutical sector.112 They argue from both conceptual theory and historical 

evidences perspectives. From a conceptual theory point of view, even if numerous 

Northern literatures demonstrate that there is a positive link between strong 

pharmaceutical patent and huge innovative FDI inflows in the Southern pharmaceutical 

sector, it is uncertain on several grounds.  
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Most Southern literatures strongly argue that weak pharmaceutical patent and well-

designed pharmaceutical oriented policy framework is a decisive factor to attract the 

Northern MNCs decisions to invest in the Southern local pharmaceutical industry and this 

effect is pertinent to the two prominent theories; Ownership-Location-Internalization 

theory (OLI) and Market Imperfection theory.113  

The OLI114 theory is the most widely accepted economic incentive framework that drives 

MNCs to invest in the Southern pharmaceutical sector. The OLI thesis argued that 

enhanced pharmaceutical patent protection hinder more FDI inflows in the Southern 

nations. Because, MNCs prefer FDI over licensing in the case of weak patent since 

internalized foreign production helps them to maintain direct control over their IP 

proprietary assets. Thus, an OLI theory encourages generic MNCs to invest in the 

Southern nations to meet their mass medicine needs by local production. This suggests 

that there is positive correlation between weak pharmaceutical patent and FDI inflows.115 

Market imperfection theory further suggests that giant MNCs may have certain 

advantages that may be generated from the field of technology or management they may 

refer to exclusive or preferential access to drug raw materials.116 These advantages cannot 

be utilized by local competitor drug firms. The domestic market for the sale of these 

advantages would have to be imperfect for foreign investments by these firms. Hence, 

market imperfections are driven engine why FDI takes place in the Southern nations.117 

Furthermore, even under process pharmaceutical patent, innovative pharmaceutical firms 

boost to keep investing in DCs and LDCs markets for commercial interests and to protect 

their market shares, massive medicines needs in the broad spectrum of diseases.118 In 
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doing so, various types of FDI positive externalities such as increase employment 

opportunity, capital inflow, expand local production, encourage exports, enhance local 

innovation capacity, transfer of know-how and managerial skills, diffusion of technical 

knowledge can be realized in the host state, mainly DCs and LDCs.119  

Historical experiences of various nations further revealed that pharmaceutical MNCs 

prefer lower standard patent protection to invest in the Southern nations. For example, 

DCs such as India,120 Brazil, Argentina, Turkey, and Egypt under weak pharmaceutical 

patent symbolized as an investment destination for giant pharmaceutical MNCs before 

the TRIPS Agreement.121 In contrast, DCs that had adopted strong patent have not 

received significant FDI inflows like Jordan and China.122 Hence, strong pharmaceutical 

patent protection does not have a significant impact on FDI inflows. 

Therefore, the preceding theoretical and historical evidences discussion clearly shows 

that lower standard pharmaceutical patent protection is the preferable patent framework 

to inspire and incentivize generic FDI to invest their capital in the Southern nation’s 

domestic pharmaceutical industry. 

2.6.3. Induce R&D Process  

 Recent Southern nation’s plenty of legal and economic literatures advocate that positive 

relationship between strong pharmaceutical patent and R&D inducement lacks conclusive 

empirical evidences and theoretical justification even if there is a little connection 

between the two. They produced empirical evidences and persuasive theoretical rationale 

that shows weak pharmaceutical patents can also induce R&D process.  

Kyle Marchini study shows that under weak patent, innovative pharmaceutical firms 

would be able to recover R&D costs through temporary technological monopoly and first-
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mover advantages approach which leads to a more dynamic industry.123 In relation to 

temporary technological monopoly, the innovative firm that invent a new brand drug 

enjoys an immediate monopoly advantage from the fact that they are the only company 

capable of producing the new medicines for a period of time until other competitive 

pharmaceutical firms are able to imitate generic drugs which takes from 2-4 years.124 

Thus, temporary technological monopoly guarantees significant profits for the innovative 

pharmaceutical firm and provides a means for regaining R&D costs.125 

With regard to first-mover advantages, innovative pharmaceutical firms to enter a market 

gains, a significant first-mover advantage from being able to capture the market through 

an established reputation to compensate the costs incurred during R&D process.126 

Lanjouw’s study found that generic drugs never capture greater than 50 percent of a 

given market, despite being priced far below their brand drugs.127 As a result, a weak 

pharmaceutical patent gives innovative pharmaceutical firms a substantially longer time 

to establish their reputation and therefore likely results in a stronger first-mover effect. 

Generally, despite price disparities between innovative drugs and generic medicines, 

without strong patent protection, innovators would be able to recoup their R&D costs and 

maintain a positive incentive for innovation. 

DCs and especially LDCs ambition to induce R&D for neglected disease is not feasible 

since they do not have the necessary infrastructure to conduct R&D process like skilled 

manpower, advanced modern laboratories and equipment as well as adequate huge 

capital.128 But, even we assume that inducing R&D process in the pharmaceutical 

industry is an essential and burning issue for them, pharmaceutical patent system is not a 

sole relevant factor to stimulate R&D for neglected diseases since R&D activities and 

projects in DCs and LDCs are undertaken by academic and public institutions.129  
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Given the importance of both public and private research university to pharmaceutical 

innovation in the U.S. under lux pharmaceutical patent system, a dramatic increase in 

generic medicines patent filings was prevalent by U.S. universities. But, the introduction 

of enhanced pharmaceutical patent in the U.S. patent law block potential generic 

competitor firms from innovating in the downstream technologies and finally the results 

are dramatic and often detrimental.130  

A recent empirical study conducted by Kyle and McGahan confirms that strong 

pharmaceutical patent alone is not enough for inducing further R&D process. The study 

analyzed data from over 180 countries to investigate the relationship between 

investments in R&D process to invent new pharmaceuticals and enhanced pharmaceutical 

patent regime. The study found that R&D spending does not increase after the 

introduction of higher standard pharmaceutical patent in DCs like Jordan and LDCs.131  

 Lacetera and Orsenigo also observed that providing weak pharmaceutical patent 

facilitated the industrialization of German pharmaceutical firms during the first phase of 

development.132 They explain that the unavailability of product pharmaceutical patent did 

not inflect a negative impact on the development of German firms since the scientific and 

technological knowledge, as an input in R&D was not limited by process patents.133 

Overall, in the pharmaceutical industry, strong patent protection work in opposition to 

their intended purpose, deterring R&D process on net and skewing innovation that does 

occur away from the most efficient use of resources.134  

Thus, the above facts show that there is no conclusive stronger positive connection 

between higher standard pharmaceutical patent protection and R&D process. So, it is 
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sound and logical for LDCs to recognize weak patent for pharmaceuticals. This is more 

important for third world countries like Ethiopia R&D process is its future long-term 

vision after establishing vibrant generic pharmaceutical industry under its PNSPA. 

2.6.4. Encourage Further Innovation and Productivity through Competition 

The Southern literatures further asserts that the invention of new drug for neglected 

diseases are ‘absolutely’ inspire and stimulate when not only the Southern nations but 

also the Northern nations recognize weak patent system. They tried to forward their 

convincing economic and legal justifications as to how lower standard pharmaceutical 

patent boost further innovation and inclusive productivity in the building of vibrant 

domestic pharmaceutical industry. 

 Kyle Marchini also strongly asserts that product patent discourage new medicines 

innovation “on net and skew innovation in the unhampered market by stifling sequential 

innovation”.135 He illustrates that all innovation is sequential by nature since it expands 

on what has already been discovered such as the use of gene sequences in pharmaceutical 

R&D process. Because, gene sequences are not merely discrete molecules but also pieces 

of information, provide a foundation for many other future areas of drug innovation.136 

 Michele Boldrin and David K. Levine study also reveals the historical and international 

evidence suggests that while weak pharmaceutical patent may mildly increase innovation 

and competition with limited side effects, strong patent retard pharmaceutical innovation 

and competition with many negative side effects.137 The study finalize that in the 

contemporary pharmaceutical field, strong patent did not spur and enhance innovation, 

what is currently known as the “patent puzzle”.138 The US economy has seen dramatic 

acceleration in the rate of neither drugs invention nor a major increase in the levels of 

R&D process in the pharmaceutical field.139  
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So, granting patent monopoly to drug inventor was a bad idea that has spurred excess 

profits for the innovator pharmaceutical industry rather than the existence of more 

innovation and competition.140 

The political economy pressure by Northern nations and its giant MNCs via the TRIPS 

agreement that tends to benefit them but disadvantage to current pharmaceutical firms 

from emerging economies, Asia and Africa as well as ultimate drug consumers, 

patients.141 This explains why the political demand for stronger patent comes true from 

giant U.S. and Europe pharmaceutical firms, not from Asian and African countries 

competitive firms, what we would characterize as essentially a “neo-mercantilist 

approach” towards free trade.142  

Therefore, It may seem favorable to certain large U.S. and Europe giant firms now, but 

such rules may become costly to them if they are applied to protect patent held in the 

future by producers in the now-developing economies.143 The study generally found that 

there is positive correlation between weak patent with innovation, competition and 

productivity while the reverse holds true for strong patent in the pharmaceutical industry 

development.144 Besides, lack of strong domestic industrial, educational, financial, and 

other pertinent capacities also supports this finding.145 

As a result, based upon the above stated facts it is highly unlikely that providing strong 

patent will enhance domestic pharmaceutical industry development in DCs and LDCs.  

2.6.5. Enhance Technology Transfer (TT) 

The Southern nations are aspiring to emulate the development experiences of advanced 

nations and acquisition of the later technologies is critically important, most of the recent 

studies have described this process as TT.146 Though, it needs utmost due care in order to 
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efficiently realized the Southern pharmaceutical industry development by TT. Hence, 

plenty of literatures argue that weak patent stimulates TT in the pharmaceutical sector. 

Bulk of TT agreements would have occurred in the African nations.147 Studies have 

shown that the Northern pharmaceutical MNCs are not interested even in filling for 

product pharmaceutical patent in those African countries where the market is not 

attractive and there is weak local drug manufacturing capacity.148  

Maskus conducted a detailed survey of empirical analysis on the effects of strong patent 

on TT to the Southern nations via licenses. He concluded that strong patent in DCs and 

LDCs may result their markets becoming monopolized.149 It could also permit firms to 

choose not to license their closely held technologies.150 Thus, strong patent protection in 

DCs has negative effects on TT licensing rates.151 Apart from this, history of a numerous 

of developed nations such as US, Japan and German has taken foreign knowledge and 

technologies by tailor‐making, encourage its local drug industries to imitate the imported 

technology by providing weak patent framework in their domestic IP regimes at initial 

pharmaceutical industry development phase.152  

2.6.6. Improve Access to Medicines at Affordable Price 

Since product patent enables innovative firms to have an exclusive rights on the 

manufacturing of new brand medicines pave the way escalation of its price. Hence, when 

medicines prices are set by sole brand drug producers, they would fix exorbitant price 

which finally entails serious adverse effects on access to lifesaving medicines.153  

Xuan Li recent study shows that compared to India, process patent were available from 

1970-2005, China under product patent since 1995 experienced lower levels of drug 

accessibility and affordability.154 Recent empirical studies also reveals that DCs and 
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LDCs recognition of weak pharmaceutical patent could foster local pharmaceutical 

industry development via imitation, lower prices of generic drugs through competition.155 

2.7.7. Expedite Pharmaceutical Cluster Industrial Park Development 

The concept of modern Industrial Park was established in Shannon, Ireland in 1959 and 

today it proliferating everywhere.156 It defined as “an area reserved for industrial 

development which is usually located close to the transportation, mainly in case where 

more types of transportation are used.”157  

These parks have different names from country to country. Some countries name them as: 

free zones in the United Arab Emirates, foreign trade zone in India, free export zones in 

the Republic of Korea, export processing zone in the Philippines.158 The difference in 

naming of these zones emanates from forms and functions respective countries give to 

them.159 Even though economic zones have different names, they have common features 

all over the globe; exemption from import and export duties, simplified custom 

procedures, generous investment incentives. Their objectives are also similar goals such 

as: reducing unemployment rate, attract FDI, promotion of balance of payment and 

economic developments.160 

Since the pharmaceutical industry has its own peculiar features, a mere pharmaceutical 

oriented industrial park alone is not sufficient to attract especially generic FDI and finally 

to establish thriving industry but also favorable patent regime is another crucial 

determinant factor. So, lenient patent is the best IPR protection to attract more generic 

FDI. This is because generic pharmaceutical inventors via imitation and reverse-

engineering need process patent protection to accrue profits in order to cover their costs 

and hence it foster further competition and innovation in the pharmaceutical field. Hence, 
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more generic FDI inflows increase in the pharmaceutical cluster industrial park so long as 

the patent breadth is lux which favors acts of imitation of the existing brand medicine 

chemical components through new process and phases.  

2.6.8. Encourage Local Production and Overall Economic Development 

Another rationale forwarded by third world countries literatures and policy makers for 

weak patent, boost local production capabilities in the pharmaceutical sector. From 

pharmaceutical point of view, local production shall mean the manufacture of all types of 

pharmaceuticals, NCE, API and final drug product in DCs and LDCs whether by a 

locally owned firm, by a joint venture or by a foreign firm or MNCs.161 So, lux patent 

regime normally enables local generic firms to produce patented drugs. So, it would 

encourage investors for imitation and reverse engineering and finally pave the way for 

innovation after they established their skilled man power by imitation.162 Though, strong 

patent threat domestic drug production capability since they cannot produce generic 

medicines from the very beginning due to innovative pharmaceutical MNCs patent 

monopoly rights.163  

African countries pursue a self-sufficiency policy by their domestic pharmaceutical firms 

to achieve health and industrial policy, an adequate supply of medicines at affordable 

prices to cover the broadest spectrum of diseases and enhance the country economy via 

local production respectively.164 Thus, weak patent protection is favorable IPR regime to 

realize both the public health policy and industrial policy of the Southern nations. 

Moreover, investment in domestic generic drug production is cheaper locally than 

imported original branded drugs.165 Over all, the preceding sub-sections discussions 

comprehensively revealed that weak pharmaceutical patent system is best-fit patent 

regime for the Southern nations to establish vibrant local generic pharmaceutical industry 

and realize access to affordable medicine for all. 
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2.7. Compulsory License as a Consistent Patent exception for Local Pharmaceutical 

Industry Development 

Patents monopoly right is not absolute. There are a lot of patent exceptions such as 

parallel importation, voluntary license and CL. CL is one basic tool to encourage local 

pharmaceutical industry development in order to enhance accesses to essential medicines 

at affordable price.166 For public health policy objectives, CL is the most usual patent 

exceptions and countries allow CL for domestic drug industry to use of drug inventions 

without the patentee consent upon payment of royalty.  

Over time, nations have established various statutory grounds for the issuance of CL.167 It 

is also permissible the TRIPS system.168 So, CL may offer LDCs a mechanism to 

proactively address the negative impact of strong pharmaceutical patent so long as they 

have vibrant local pharmaceutical industry. Besides, Paragraph 5 of the Doha declaration 

emboldens domestic policy space, member states can domestically determine the grounds 

upon which such licenses are granted.169 

More than 80% pharmaceutical patents are owned by Western countries citizens and 

pharmaceutical TNCs.170 Thus, the best solution for LDCs is to use broad CL grounds by 

developing its own domestic pharmaceutical firms and produce competitive generic drugs 

to save massive patients life from death. So, LDCs must create conducive domestic 

patent regime to facilitate the effective use of CL for the manufacture of generic 

medicines.171 For instance, Brazil permits its domestic pharmaceutical industry to use CL 

if a product is not locally manufactured or not used or during national health emergency 
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situations to third party upon payment of 10% royalty for the patentee.172 The Health 

Minister of Brazil issue CL to produce domestically nelfinavir, one of fifteen ARV used 

to treat HIV/AIDS. Brazil’s approach is being lauded by public health activists as a 

model for other states to emulate or benefit from.173 Southern nations such as South 

Africa and Uganda have been approaching Brazil to purchase its generic ARV medicines. 

In addition to this, in 2012, China and Indonesia also issued CL to over-ride the patents 

on seven hepatitis B and HIV treatments.174  
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CHAPTER THREE 

3. EXPERIENCE OF SOME SELECTED JURISDICTIONS PATENT 

REGIME, POLICY AND INSTITUTIONAL FRAMEWORKS 

3.1. Bangladesh 

Bangladesh is a LDC under the UN list. However, the nation is obliged to have the 1911 

Patent and Design Act to continue for pharmaceuticals pursuant to a bilateral treaty with 

the EU that requires providing strong pharmaceutical patent for 16 years from the date of 

filling and allow a further extension of 10 years.175 Bangladesh has very insignificant 

pharmaceutical industry only 24 industries were established until 2005.176 The crucial 

factor behind this trivial local pharmaceutical industry is the existence of the 1911 strong 

pharmaceutical patent since it impede the entrance of generic MNCs.177 Taking into 

awareness of the negative impact of strong pharmaceutical patent on local pharmaceutical 

industry development, the ministry of industry has drafted a new bill called Patent and 

Design Act in 2005 with the assistance of WIPO that excludes product pharmaceutical 

patent but provides 16 years patent protection for process pharmaceutical production.178 

Currently, Bangladesh attracted various generic MNCs and established 257 domestic 

pharmaceutical firms which are legally permitted under the 2005 Patent and Design Act, 

lenient pharmaceutical patent to produce patented brand drugs via imitation and reverse 

engineering.179 Interestingly, among the current 48 LDCs, under process pharmaceutical 

patent since 2005, Bangladesh becomes a nation that has flourishing domestic 

pharmaceutical industry and quasi-self-sufficient pharmaceutical sector.180 

Therefore, the positive effect process patent enables Bangladesh local pharmaceutical 

firms generally engaged in formulation of APIs in which 80% for generic drugs and 20% 
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for patented drugs.181 In this context, the country manufactures about 450 generic drugs 

for 5300 registered brands which have 8,300 different forms of dosages and strength. 

Some reputed firms of Bangladesh are now investing to produce lifesaving drugs like 

anti-cancer, ARV for HIV/AIDS treatment and anti-bird-flue drugs.182 Only one-fifth of 

the drugs are generic versions of patented drugs. Bangladesh’s domestic pharmaceutical 

industry currently meets 97% of the local drug demand and also exported its locally 

produced pharmaceuticals to 107 countries. Among them, half of top ten export 

destinations are Sub-Saharan African LDCs.183 

 Generally, pharmaceuticals export accounts about 47.4 per cent of the total exports of the 

item by the LDCs in 2016.184 The industry has contributed to $2.4 billion contributions to 

the GDP, 1.2 per cent of the total GDP in 2017. Currently, there are 257 local 

pharmaceutical manufacturers in Bangladesh, out of which 150 are in actual operation.185 

This success story of Bangladesh is due to the presence of comprehensive and coherent 

pharmaceutical policy, effective patent law and supportive regulatory framework that 

helped the emergence of a thriving local pharmaceutical industry. 

First, the 1982 National Drug Policy (NDP) had integration with industrial policy and set 

a solid foundation in increasing the local production of essential drugs. It firstly identified 

150 essential drugs, promote the production and use of local generic drugs by: (1) 

product pharmaceutical patent were disallowed (2) mandating the manufacture and sale 

of 45 essential drugs under their generic names only, (3) companies required to employ 

qualified pharmacists and oblige them to adopt adequate quality control practice (4) 

establish a national drug control laboratory.186  

Besides, strong government supports but not subsidies, such as, boost TT and export, 

encouraging giant generic MNCs to invest in Bangladesh, tax incentives were also 
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provided.187 It also made a vital contribution towards local production of quality essential 

drugs, drug price stability and less dependence on imported drugs. 

In doing so, the dominance MNCs in local production and sales was significantly curbed 

(market share of MNCs fell from 70% in 1981 to 10 % in 2017).188  

Second, the 2005 revised NDP was focused on attaining self-sufficiency in access to 

essential medicines at affordable prices; ban pharmaceutical manufacturing under license 

was lifted and establishes industrial park to produce API.189  

Third, the latest 2016 NDP aims to establish effective surveillance system for medicines, 

publish online and update regularly the price of essential medicines, WHO-GMP 

compliance production should be adhered by domestic drug manufacturing companies.190 

Fourth, the 1982 Drug Control Ordinance regulates the manufacturing, importing, 

distributing and selling of pharmaceuticals. It also mandated the government to control 

the price of finished drugs and raw materials like APIs. Besides, It also permit the 

issuance of compulsory license upon 8% remuneration fee by ministry of health if the 

price of drugs are unaffordable for patients without any further pre requisite.191 

 Thus, the Bangladesh government has acknowledged pharmaceutical industry as a 

‘thrust sector’ which is then supported by the government with various incentives.192 

Thanks to the TRIPS waiver and transition period until 2033, Bangladesh domestic 

pharmaceutical companies enjoy the following benefits. (i) companies can produce any 

drugs via reverse engineering and imitation that are on-patent drugs like medicines that 

cure diabetes, cardiovascular disease and psychological disorders, sexual problems, 

cancer, HIV/AIDS or off-patent drugs via copying like tuberculosis drugs. (ii) Drug 

Control Ordinance allows policy space to local pharmaceutical companies by putting 

several restrictions on the MNCs in the local market.193  
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Therefore, Bangladesh experience clearly revealed that establishing thriving domestic 

pharmaceutical industry was realized after the recognition weak patent, coherent health 

and industrial policy and broad grounds for issuance of compulsory license.  

3.2. India 

The pharmaceutical production in India began in the 1910s and after its independence in 

1947, the pharmaceutical industry exhibited various basic stages of growth. During the 

1950s-60s, the industry was largely dominated by foreign MNCs held 80% of the drug 

market, strong patent protection under the 1911 Patent and Design Act which had adverse 

effect on local production and mostly opted for imports from home country.194 But, the 

enactment of the Indian Patent Act (IPA) in 1970, introduce only process patent.195 The 

1978 New Drug Policy (NDP) that restricts pharmaceutical companies from charging 

exorbitant prices of drugs is also important milestones regulatory frameworks.196  

The 1970 IPA brought in a number of radical changes in the patent regime. First, it 

reduced the scope and breadth of patent, only processes patent permitted for seven years 

from the earlier period of 16 years and exclude pharmaceutical product patent at all.197 

The enactment of process patent contributed significantly to domestic pharmaceutical 

industry development via adaptation, reverse engineering and imitation. Indeed, the 

Indian pharmaceutical industry grew dramatically from 2257 in 1970 to over 23,000 in 

2005 and became the world’s fourth-largest and globally competitive in generics and 

moving into product R&D process. So, it appeared to challenge the argument that 

product-patent regimes constitute necessary conditions for innovation, growth and social 

returns.198 It successfully nurtured a pharmaceutical industry that was manufacturers of 

generics, including giants pharmaceutical companies such as Cipla, Cadila, Dr. Reddy 

and Ranbaxy arrived by lenient IPR protection.199 
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Moreover, in 2006, Indian pharmaceutical companies supplied 95% of its total domestic 

pharmaceutical market, whereas in 1970 they supplied only about 20%. In 2005, exports 

approximated $3.7 billion and represented about 61% of total industry production. The 

industry provides direct employment for about 5,000,000 Indians and indirect 

employment for 24,000,000. R&D process also increased substantially from 2000 to 

2006, with the greatest growth. India exports 66.7% of its products to Southern 

countries.200 Second, the 1970 IPA also recognizes broad CL grounds and export 

subsidies for local drug companies.201 Indira Gandhi in 1981 declared India’s policy, the 

idea of a better world is “one in which medical discoveries would be free from patent and 

there will be no profiteering from life and death.’’202  

Thus, the 1970 lax Patent Act was the driving force behind the success story of thriving 

Indian pharmaceutical industry and was modeled by various Southern countries.203 

Hence, India became the “pharmacy of the developing world.” But, India has carried out 

three Amendments in 1999, 2002 and 2005 on the 1970 Patent Act to bring compatible 

with the TRIPS agreement.204 But, Indian pharmaceutical producers can apply for a CL to 

produce the patented drug of other companies when the drug is not available at a 

reasonable price, or it is not “produced” in India. The amendments also provide for the 

immediate issuance of CL to address a “public health emergency” or when the applicant 

intends to export for other countries with insufficient manufacturing capacity especially 

LDCs to address their public health issues, access to affordable medicine.205  

Nevertheless, the advent of TRIPS product patent regime has brought in new challenges 

and huge blow for the booming Indian generic pharmaceutical industry. WHO and the 

global charity campaigner, Oxfam and others concerned on the global enhanced IP 

regime would have international ramifications, especially for those living with epidemic 
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diseases in the Southern nations.206 The TRIPS agreement hurt Indian domestic 

pharmaceutical innovation and access to lifesaving medicines.207 

3.3. South Africa  

The South African (SA) constitutional law provides an important model for other LDCs 

desirous of improving access to medicine by developing local pharmaceutical industry.208 

It guarantees the right to healthcare services and provides citizens with the right to 

institute legal proceedings to vindicate their rights when violated.209 Apart from the SA 

constitution, coherent and integrated drug policy frameworks paly vital role to realize 

access to medicine via increasing domestic pharmaceutical industry. The adoption of the 

1996 NDP which aims to promote the availability of quality drugs at the lowest cost, 

monitoring drug prices, rationalizing the drug pricing system and promoting the use of 

locally produced generic medicines.210 Thus, SA’s NDP play a significant role for local 

pharmaceutical industry development. 

The pharmaceutical industry is also one of the priority sector identified by Industrial 

Policy Action Plan (IPAP) that has met 65% of the domestic medicine demands.211 But, 

its contribution to SA’s GDP has declined from 1.6% to 1.1% over the past six years due 

to strong pharmaceutical patent protection.212 This shows that the TRIPS agreement 

strong patent regime negatively affect the SA’s economic development by hampering the 

booming domestic pharmaceutical industry.  

The 1997 Medicines and Related Substances Control Act were issued based on SA’s 

public health crisis. It empowered the Ministry of health to grant the use patent 

exceptions like CL213 to promote access to essential domestic generic medicines.214 The 
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1978 Patents Act 57, also play pivotal role to increase local generic drug production to 

ensure access to essential medicines by empowering ministry of health to grant CL.215 

Aaron Motsoaledi, the ministry of health of SA in 2014, accused drug companies; an 

embarrassing leak of the drug industry’s lobbying plans against patent reforms has led to 

cries of “genocide” after seeing their plans to campaign against the draft government 

proposals on IP reforms. He also said “this document can sentence many SA to death,”216 

The new draft IP Policy also identifies the use of effective CL as a panacea for access to 

medicines in SA by building thriving domestic pharmaceutical industry.217 

Figure 2: SA’s HIV/AIDS patients’ demonstration against exorbitant price of ARV  

 

Source: Publication of Fix the Patent Laws (2016). 

The SA government faces a challenge to enhance local drug production via CL due to the 

TRIPS higher standard IPR protection. Some case studies conducted by Fix the Patent 
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Laws campaign since 2011 reveals that strong patent laws negatively impact on access to 

medicines to treat a wide range of diseases.218 The case studies illustrate how a flawed 

patent system, strong patent allow brand pharmaceutical companies to prolong their 

monopoly periods via ever greening in SA for years and sometimes even decades by 

prohibiting domestic generic drug manufacturers even after their patent protections have 

expired in other parts of the world to the detriment of SA’s millions of patients.219  

Figure 3: SA’s patients’ demonstration against The IP policy negative effect on price 

of medicine  

 

Source: Publication of Fix the Patent Laws (2016). 

Given the cross-cutting nature of IP, ensuring inter-departmental coordination is key. So, 

collaborative effort can harness the benefit of the SA population. For this reason, the SA 

cabinet approved the establishment of the Inter-Ministerial Committee on Intellectual 

Property (IMCIP).220 It serves as a consultative forum and drafting team aimed at 
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achieving a coordinated approach to the IP Policy formulation process. Nevertheless, 

since 2005, the above figures reveals that SA patient demonstrations against exorbitant 

price of essential lifesaving medicine is due to the prohibition of generic medicines 

production by domestic pharmaceutical firms via weak patent regime and broad grounds 

of CL curtailed SA’s domestic pharmaceutical industry development. 

3.4. Uganda 

Uganda is another LDC which enhances its local pharmaceutical industry to ensure 

access to medicines. In doing so, the government has put in place several important 

policies that deal with various aspects of health, innovation, investment, TT and IP.221 

Besides, Uganda also introduced specific pharmaceutical industry-related measures such 

as adopted lux patent breadth and broad CL grounds, designed to alleviate the initial 

hiccups of domestic drug production and market access for local drug firms.222 

Quality Chemicals, a local Ugandan pharmaceutical company, create joint venture with 

Cipla to produce drugs for the treatment HIV/AIDS and malaria since the beginning of 

2009. In January 2010, the joint venture was granted WHO’s GMP certification, as a first 

step to meet WHO prequalification.223 The decision of Cipla, a major generic 

pharmaceutical manufacturer in India, invest in a factory to produce ARV in Uganda was 

based on the recognition of domestic weak patent regime that was permitted by WTO for 

LDCs and market access, manufacturing base for providing the East African Community 

(EAC) countries.224 The Ugandan government considers this joint venture as an important 

possibility to promote both industrial public health policy goals.225 So, Uganda’s recent 

experience, adopt coherent pharmaceutical policy framework and weak pharmaceutical 

patent regime in order to properly exploit the TRIPS council decision transitional period 

on pharmaceuticals domestic policy space  until 2033 shows that they would easily attract 

giant generic MNCs and finally develop their thriving domestic pharmaceutical industry. 
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CHAPTER FOUR 

4. POLICY, INSTITUTIONAL AND  PHARMACEUTICAL PATENT 

FRAMEWORK UNDER ETHIOPIAN LAW  

4.1. Introduction 

The primary aim of this chapter is to address pharmaceutical patent regulation under the 

current Ethiopian policy, institutional and patent legal frameworks. Particularly, it 

focuses on analyzing the existing policies, laws and institutional setups that could play a 

vital role for the building of vibrant domestic pharmaceutical industry by attracting and 

inducing generic FDI. Concerned scholars on the field proposed different solutions to 

regulate the pharmaceutical patent system. While developed nations propose strong 

patent can attract MNCs to establish vibrant domestic pharmaceutical industry, the 

Southern nation’s scholars propose converse solution. 

Basically, very few literatures conducted with the context of Ethiopia which revealed that 

strong or weak IPR protection in the pharmaceutical field is an effective patent system to 

attract FDI in order to build thriving domestic pharmaceutical industry is blurred issue 

yet. Nonetheless, DCs like India, Brazil and Argentina as well as contemporary LDCs 

like Bangladesh and Uganda experiences boldly shows that weak patent protection in the 

pharmaceutical field is a necessary building block to attract pharmaceutical investment to 

build successful domestic pharmaceutical industry and realize public health issues, access 

to affordable medicines in the existing rampant diseases burden.  

This chapter briefly deals and scrutinizes the current broad breadth of pharmaceutical 

patent system is a major stumbling block for Ethiopia’s ambition to establish leading 

pharmaceutical hub in Africa. To do this, the second part discusses with socio-economic 

and health sector profile of Ethiopia. The third part discusses general overview of the 

pharmaceutical sector. The fourth and fifth part broadly discusses and analyzes how the 

existing health and industrial policies and concerned institutional setups like IPDC, EIB 

and FBPDI to attract MNCs in the pharmaceutical sector. The sixth part will critically 

analyze the existing strong patent regime negative effects on local pharmaceutical 

industry development and the flaws of the current CL regime as well as possible solution, 

appropriate patent regime that can play pivotal role to realize the near future thriving 
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pharmaceutical industry in Ethiopia. The final part will address how can Ethiopia accede 

the WTO if the current strong pharmaceutical patent law revised by lux rules. In doing 

so, the patent proclamation and regulation, EIB and EIPO establishment proclamation, 

investment laws and regulations as well as the TRIPS multilateral agreement will be 

discussed and analyzed. 

4.2. Socio-Economic and Health Sector Profile  

Among the UN recent 48 LDCs list, Ethiopia is one country226 located within east 

African region with the total population currently estimated more than 110 million227 and 

poverty is predominantly rural phenomenon. Currently over 22 million people of Ethiopia 

are living below the national poverty line.228  

Amidst the pervasive poverty, Ethiopia repeatedly plagued by various pandemic and 

epidemic diseases, both communicable and NCDs continue to ravage the country.229 The 

prevalence rate of malaria, tuberculosis and HIV/AIDS and NCDs like diabetes and 

cancer has been alarmingly increased in recent years in the country.230 Thus, it is obvious 

that the need to avail affordable medicines by enhancing local drug production for 

Ethiopians patients is critically an important issue.231  

4.3. General Overview of the Pharmaceutical Sector 

The pharmaceutical industry in Ethiopia is still in the infancy stage. Historically, the 

manufacturing of medicines in Ethiopia is too recent phenomena, started in 1964 with the 

establishment of sole joint venture until 1991, Ethiopian Pharmaceutical Manufacturing 
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Company (EPHARM).232 The period between 1995-2004 experienced as the boom and 

crash, ten pharmaceutical industries were established.233 But, four companies were 

foreclosed for failure to service their loan obligations due to prices of local 

pharmaceutical products were not internationally competitive.234 After 2005, four 

pharmaceutical industries were established.235  

Currently, Ethiopian pharmaceutical industry consists of 15 manufacturers, of which nine 

of them produce medicines, one manufactures empty gelatin capsules, and the rest are 

engaged in producing medical supplies such as syringes, absorbent cottons, bandages and 

sanitary products.236 However, all nine manufacturers are not WHO-GMP compliant and 

failed to produce medicines against the top 10 killer diseases in Ethiopia such as 

tuberculosis, HIV/AIDS and malaria and other NCDs rather these medicines are being 

imported from abroad, mainly from Indian generic manufacturers.237 Besides, there is no 

API plant in the country yet while almost all medicine input materials such as API are 

imported mainly from India and China.238 

 Though, Ethiopia’s pharmaceutical market is large and growing from time to time which 

has been $4 million with an estimated growth 25% per annum and projected $1 billion in 

2018.239 The majority of pharmaceutical market in Ethiopia is met through importation 

(purchase and donation) while local pharmaceutical production still represents less than 

20% of the total market.240 To alleviate the problem of access to lifesaving medicine 

through effective local drug production and export for other nations, Ethiopia tried to use 

its health and industrial policies as cardinal tools to establish vibrant domestic 

pharmaceutical industry.  
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Ethiopia also aspires to be African pharmaceutical manufacturing hub, leading exporter 

in Africa and meet domestic huge drug demands.241 Nonetheless, Ethiopian local 

pharmaceutical companies are not being able to meet the current and probably the near 

future massive pharmaceutical needs of the country since the existing incoherent 

pharmaceutical policy frameworks and strong patent regime are substantial barriers.  

4.4. Policy Frameworks  

The pharmaceutical sector is highly dynamic which has its own unique features and has a 

large number of distinct stakeholders such as health, innovation and industrial policies, 

all trying to promote their own interests. The landscape for pharmaceutical production 

has also been shaped by the policy environment, both at the international and national 

levels.242 So, domestic pharmaceutical policy that particularly provides strategic guidance 

and defines broadly the overall objectives of the sector is crucial in the building of 

thriving domestic pharmaceutical industry.243  

Therefore, high-level of coherent and integrated pharmaceutical policy is so necessary to 

identify the devices that policy makers can address the problems and to achieve policy 

goals, a tool for economic growth and better quality of health care, access to affordable 

lifesaving medicines.244 Some countries especially LDCs have an explicit national 

pharmaceutical policy, usually drafted by the leadership of ministry of health.245 It is 

obvious that vibrant local pharmaceutical industry has an inclusive role in any country, 

ensure economic growth and health care system, sector specific-pharmaceutical policy 

that integrates the health and industrial policies in order to foster local drug production is 

vital issue.246 However, Ethiopia has not generic oriented pharmaceutical policy yet247 

rather here and there scattered pharmaceutical-related policies that dealt with local drug 

production. 
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4.4.1. National Health Policy 

Ethiopia’s National Health Policy (NHP) launched in 1993. It includes core elements of 

preventive, promotive and curative health care; assurance of health care accessibility for 

all population, access to medicine as one basic component of human right. Besides, the 

policy proposes to conduct coordinated research on modern and traditional drugs in line 

with the country’s medical problems and its capacity to strive for the application of their 

results. The NHP specifies ‘to develop a domestic drug manufacturing capacity and 

gradual supply to the export market’.248  

Most LDCs realize access to essential lifesaving medicine by building vibrant domestic 

pharmaceutical industry is through a one-tiered policy model, a policy primarily relies on 

generic drugs.249 Therefore, important elements of any generic drugs policy are: 

 pro-generic payment and incentive systems such as workable CL regime 

 Assurance of the efficacy and safety of generics 

 Generic drugs as the “default” option 

 Neutralizing or reversing financial incentives for doctors, pharmacists, and 

institutions that reward prescribing and dispensing of more expensive drugs 

 Facilitating early registration of quality generics through Bolar provision,250 

However, Ethiopia has not generic drug policy yet.251 As stated above, a number of DCs 

and LDCs, especially in Africa and South-East Asia have in recent years emphasized the 

need to promote domestic drug production via generic pharmaceutical policy to improve 

access to essential lifesaving medicines to meet one of the fundamental human right of 

citizens, access to health care service, the right to life.252  

In 2017, Ethiopia is a nation, more than 14 million peoples suffering from HIV/AIDS, 

malaria, tuberculosis, and pneumonia, diarrhea as well as chronic NCDs such as diabetes, 

cardiovascular disease, and cancer per a year.253 In the existence of this rampant disease 

                                                           
248 THE FDRE NATIONAL DRUG POLICY OF THE TRANSITIONAL GOVERNMENT OF 

ETHIOPIA,  (1993), at 22. See also UNCTAD, supra note 158, at 149. 
249 Andreas Seiter, supra note 243, at 126. 
250Id, at 127. 
251 Interview with Mr. Yidnekachew Degefaw, supra note 247. 
252 UN-UNCTAD, supra note 155, at 3. 
253 The FDRE Ministry of Health,  Health and Health-Related Indicators, (2017), at 20.  
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burden, there are only 9 local drug manufacturer currently existing in Ethiopia.254 

Though, 70.6% and 60% of medicines are available in the public and private sector 

respectively.255 So, a well-designed national health policy which ensures access to 

medicine by favoring domestic generic drug policy is so vital and crucial for the 

development of vibrant local pharmaceutical industry.  

However, Ethiopia’s NHP failed to recognize generic pharmaceutical policy even though 

access to affordable lifesaving medicine for all Ethiopians is its ultimate policy aim to be 

achieved. Thus, the 1993 NHP is totally neglect local generic drug production and failed 

coherently designed and integrated with other policies such as industrial policy. 

Therefore, Ethiopia should prioritize a one-tiered policy model, generic drug policy to 

ensure access to life saving medicines by developing thriving local pharmaceutical 

industry in the existing rampant disease burden under the newly draft NHP. 

4.4.2. Industrial Policy 

The current Ethiopian industrial policy is developmental nature under free-market 

economy framework since 1990’s. So, the key principles of industrial policy include 

recognizing the role of private sector as an engine for industrial development by 

maximizing their profit. But, Ethiopian local pharmaceutical firms lack WTO-GMP 

compliance and inadequate regulatory systems.256   

It is therefore Ethiopia’s industrial policy lacks attractive drug manufacturing regulatory 

system and has incompatibility with the NHP. This is because it may also be pursued as 

an independent industrial policy objective.257 So, policy makers should have to strike 

balance between the public healthcare side, to ensure low cost supplies of high quality 

drugs and the industry side, ensure sustainable maximum profit for economic growth. 

Thus, a sound industrial policy should assist the pharmaceutical sector to realize the NHP 

even though the industrial policy objective is to develop a successful profitable domestic 

pharmaceutical industry. 

 

                                                           
254 See www.efmhaca.gov.etAccessed on 28 June 2109. 
255 EFMHACA, EPSA and WHO, supra note 231, at xi. 
256 Id. 
257 Id, at 149. 

http://www.efmhaca.gov.et/
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Figure 4: Pharmaceutical policy to increase local production: A framework for 

improving public health, access to medicine. 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

Source: WHO, Increasing Local production for access to medical products: Developing a 

framework to improve public health, (2011).  

Therefore, as figure 4 reveals, a shared, coherent and integrated goals of industrial and 

health policies for local pharmaceutical production is very essential.258 However, 

Ethiopia lacks such type of shared, comprehensive and coherent health and industrial 

policy yet while there are some initiations to collaborate with each other to increase local 

pharmaceutical production.259 This is because foreign generic pharmaceutical MNCs 

check the existing policy framework of the country is adequately coherent and 

comprehensive before they decide to invest in Ethiopia. Thus, Ethiopia should recognize 

all relevant pharmaceutical shared goals and coherent policy frameworks that can 

cultivate the actual development of vibrant domestic pharmaceutical industry and for the 

full operation of Killinto industrial park by attracting giant pharmaceutical MNCs.   

                                                           
258 UNCTAD, Tool Box for Policy Coherence in Access to Medicines and Local Pharmaceutical 

Production, (2017),  at 6. 
259 Id, at 10. Interview with Mr. Yidnekachew Degefaw supra note, at 247.  

             (B) Health Policy 
Main Objective: To promote public health for 

all. 

Specific Objectives; 

1. Universal access to medical products. 

2. Availability of essential medicines.  

3. Affordable prices. 

4. Quality assurance through effective 

regulatory institution. 

5. Uninterrupted supply of essential medical 

products. 

6. Rational selection & use by Physicians. 

 

(C) Shared Goals of Industrial and Health Policies 
►Strategic selection of essential medicine for local production. 

► pricing of locally produced drugs that governments and people can afford. 

► Strict compliance to quality standards by manufacturers and effective drug regulatory authorities. 

► Health security; an uninterrupted supply of essential lifesaving medicines. 

► Innovation for development of formulations those are more suitable for local conditions. 

 

           (A) Industrial Policy 
Main Objective: To develop a viable and 

thriving local Pharmaceutical industry. 

Specific objectives;  

1. Competitive: offers better prices than imports.  

2. Reliable: complies with quality standards. 

3. Innovative: invests in R&D process.  

4. Productive: employment generation and 

supporting associated industries. 

5. Responsible: shows corporate social 

responsibility.   

6. Strategic: balances current and future demands. 
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4.5. Institutional Frameworks  

Since 2015, Ethiopia designed an ambitious project to establish leading pharmaceutical 

hub in Africa. Different governmental institutions are also established to realize the 

project. Among those pioneer institutions, the Industrial Park Development Corporation 

(IPDC), the pharmaceutical industry development institute (FBPIDI) and Ethiopian 

Investment Commission (EIC) and Board (EIB) are the primary concerned governmental 

institutions to realize the building of vibrant domestic pharmaceutical industry.  

4.5.1. The Industrial Park Development Corporation 

The essence of the pharmaceutical industrial park is recent phenomenon in Ethiopia, 

recognized under the investment law special economic zones as ‘Industrial Development 

Zone’260 later this name changed to industrial park with additional special incentive 

schemes.261 The Ethiopian government further initiated a strategic plan for the 

pharmaceutical industry development through industrial park. To realize this plan, the 

government established the IPDC to supervise all parks including Kilinto industrial park 

dedicated for pharmaceutical industry development as per proclamation No. 886/2015.  

The IPDC empowered to regulate, designate, develop and operate all industrial parks 

towards the advancement of technological and industrial infrastructures and encourage 

private sector participation that enhances competitiveness of the country’s economy and 

create ample job opportunities.262 The industrial parks regulation also provides incentives 

package, designation of industrial park and investment permit, transfer of land and 

construction, conditions under which industrial end-users undertake their investment 

activities, custom procedure and complaint handling procedures.263  

Nevertheless, both the industrial park proclamation and regulation are silent regarding the 

role of IPR protection as one basic legal tool to attract generic MNCs in order to develop 

                                                           
260 The FDRE Investment Proclamation No.769/ 2012, FEDRAL NEGARIT GAZETA,  18th year, No. 63, 

(2012), Article 2(17).  
261 The FDRE Investment (amendment) Proclamation No.849/2014, FEDRAL NEGARIT GAZETA, 20th 

year, No. 52, (2014), Article 2(1). 
262 Dejene Tezera. et al, Industrial park development in Ethiopia; Case study report, UNIDO Department 

of Policy, Research and Statistics Working Paper 21, (2018), at 13. 
263 The FDRE Industrial parks council of Ministers Regulation No. 417/2017, FEDRAL NEGARIT 

GAZETA,  23rd year No. 93, (2017), Art 4. 
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local generic pharmaceutical industry. In addition to this, the IPDC as a frontier 

government institution has not strong collaboration and integration with EIPO and is not 

yet aware of weak patent regime as one vital means of legal instrument to attract generic 

pharmaceutical FDI to join Kilinto industrial park.264 Therefore, the IPDC shall create 

robust collaboration and utilize process pharmaceutical patent regime as one cardinal 

tool, attract generic pharmaceutical MNCs to enhance the building of thriving local 

pharmaceutical industry via the existing Kilinto industrial park that dedicated for 

pharmaceutical production.  

4.5.2. The Pharmaceutical Industry Development Institute 

Ethiopia on 14, July 2015 launched an ambitious and promising ten-year PNSPA to 

establish local pharmaceutical manufacturing capacity through Kilinto industrial park 

and other private investors’ engagement.265 The Food, Beverage and Pharmaceuticals 

Industry Development Institute (FBPIDI) has been created to formulate policies, 

strategies and action plan as well as oversee the implementation of the PNSPA.266 The 

PNSPA has seven cardinal strategic objectives like improve access to medicines through 

quality local production by implementing the WHO-GMP roadmap, attract generic FDI, 

and exploit the LDC status to produce patented products at domestic level.267 

 But, the exploitation of WTO members LDC status for local generic pharmaceutical 

production strongly needs weak pharmaceutical patent regime. There is nothing initiated 

by the institute to amend the current domestic strong patent regime in order to exploit 

the TRIPS Council transition period domestic policy space for pharmaceuticals.268 Thus, 

Ethiopia should critically consider the existing strong patent regimes that prohibit the 

nation to exploit the WTO members LDC status for local generic pharmaceutical 

                                                           
264 Interview with Mr. Getnet Dinberu, Corporate Legal service Head, Legal Service Directorate, Industrial 

Park Development Corporation, on 8th August 2019 in his office at 2 PM. 
265 The Pharmaceutical Strategy, supra note 9 at 1. 
266 The FDRE Food, Beverage and Pharmaceuticals Industry Development Institute Establishment Council 

of Ministers Regulation No. 287/2013, FEDRAL NEGARIT GAZETA,  19th  year No. 44, (2013), Article 

6. 
267 The Pharmaceutical Strategy, supra note 9 at 7. 
268 Interview with anonymous, Legal Expert, Legal Service Directorate, Food, Beverage and 

Pharmaceuticals Industry Development Institute,  on 9th August 2019 in his office at 2 PM. 
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production. Apart from this, Ethiopia considered the pharmaceutical manufacturing 

sector as a priority for its economic growth in the GTP II.269  

It intends to attain dual benefit, increasing access to medicine and promote rapid 

industrialization of the pharmaceutical industry by increasing local pharmaceutical 

manufacturer share in the local market, to have more than 50% and increase the export 

revenue from the sector from $2 million to $80 million.270 Among the main seven 

strategic objectives of PNSPA, access to essential medicine through quality local 

production is the first strategic objectives. Thus, the first strategic pharmaceutical action 

plan prioritizes locally produced generic medicines that should be accessible in the 

existing rampant disease burden of Ethiopia. 

 However, encouraging domestic manufacture of generic medicines is absolutely difficult 

in the presence of strong IPR protection since it is a huge bottleneck for domestic generic 

firms to engage in the industry and finally hamper the pharmaceutical industry 

development in Ethiopia. This negative effect of enhanced IPR protection recognized 

under the patent proclamation for pharmaceuticals is proofed in the existing quantity of 

local pharmaceutical industries.  

Currently, Ethiopia has three prominent drug companies, EPHARM, Addis and Cadila 

pharmaceuticals firms, actually produce the lion share generic drugs and supply below 

20% of the total needed medicines in Ethiopia.271 Therefore, proper enforcement 

Ethiopian PNSPA core strategic objectives I, access to essential lifesaving medicine 

through quality local production strongly pursue a weak patent regime to become self-

sufficient, meet 100% local drugs demand by attracting generic pharmaceutical FDI and 

to increase the quantity of pharmaceutical manufacturing industries participants in 

Ethiopia. In doing so, the building of vibrant domestic pharmaceutical industry which 

aspires African pharmaceutical hub in the near future will be realized. 

 

                                                           
269 The FDRE National Planning Commission, THE SECOND GROWTH AND TRANSFORMATION 

PLAN (GTP II), (2015), at 69.  
270 The Pharmaceutical Strategy, supra note 9 at 8. 
271 The EFMHACA, EPSA and WHO, supra note 231, at 19. 
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4.5.3. The Ethiopian Investment Board 

The EIB is established by the same regulation that established EIC.272 The EIB serves as 

policy and strategy approval body that initiated by the EIC.273 Following this, the EIB in 

July 2017 approved a policy document called “the pharmaceutical recommendation”.274 

It mainly recommends establishing a competitive local pharmaceutical industry by 

attracting domestic investors and MNCs to manufacture generic drugs in Ethiopia.275 

Besides, the recommendation recognizes to improve the institutional and drug regulatory 

frameworks which favor domestic generic medicines production as well as various types 

of investment incentives for investors to invest their capital in the sector.276 

Thus, the EIB pharmaceutical recommendations mainly pursue generic drug policy. This 

is because the primary goal of generic drug policy is to increase efficiency of local drug 

production by replacing more expensive originator brand medicines with cheaper generic 

drugs.277 Therefore, weak patent regime enables pharmaceutical firms to manufacture 

generic drugs for domestic market that are already existed elsewhere and protected in 

Ethiopia, but with a different process and phases that is not used by the innovator drug 

companies. However, the current strong patent regime of Ethiopia is against generic drug 

policy. Consequently, Ethiopia should consider the EIB pharmaceutical recommendation 

incompatibility with the existing strong patent regime and recognize weak patent to 

ensure the actual development of thriving local pharmaceutical industry.  

4.6. The 1995 Patent Proclamation  

Historically, unlike the cultural field, patent protection for any technological innovation 

is not incorporated under the 1960 Ethiopian Civil Code.278 So, the technology field in 

                                                           
272 The FDRE Ethiopian Investment Board and the Ethiopian Investment Commission Establishment 

Council of Ministers Regulation, No. 313/2014, FEDRAL NEGARIT GAZETA, 20th year, No. 63 

(2014). 
273 Dejene Tezera. et al, supra note 262, at 44.  
274 The Ethiopian Investment Commission, Development of the Pharmaceutical Manufacturing Industry in 

Ethiopia: Key Recommendation, (2017), at 4. 
275 Id. 
276 Id, at 2. 
277 Andreas Seiter, supra note 243, at 126. 
278 FIKREMARKOS MERSO, THE ETHIOPIAN LAW OF INTELLECTUAL PROPERTY RIGHT: 

COPYRIGHTS, TRADEMARKS, PATENTS, UTILITY MODELS AND INDUSTRIAL DESIGNS, A 

TEXT BOOK, Addis Ababa University, School of Law, (2012), at 46. 
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Ethiopia was totally neglected issue in the past. Though, IPR protection in general and 

patent in particular is key feature to foster innovation including pharmaceutical invention. 

Taking into cognizance of the role of patent, after two years of the adoption of the NST 

policy, Ethiopia enacted its first-ever patent proclamation and regulation in 1995. The 

primary objective of the patent proclamation as stated in the preamble is utilitarian 

objective, encouraging local inventive activities, build technological capability and 

encouraging the transfer and adaptation of foreign technology.279  

The patent proclamation virtually provides strong patent protection for an invention in 

almost all fields of technology including pharmaceutical invention so long as it fulfills 

patentability standards. The three cumulative criterion are universal novelty (would not 

have been anticipated by prior art anywhere in the world),280 inventive step (would not 

have been obvious to a person having ordinary skill in the same field)281 and industrial 

applicability (the invention should have practical purpose to solve the public problem in 

any sector, in this case, public health problems, medicines).282 But, strong patent 

protection hinder the establishment of vibrant local pharmaceutical industry in Ethiopia 

rather a well-crafted breadth of patent system, lux patent regime and others like effective 

patent exceptions such as compulsory license  are also pivotal determinant factors.   

4.6.1. The Need to Introduce Lux Pharmaceutical Patent Regime 

The level of patent protection has its own key role to attract investment in the 

pharmaceutical sector in order to build vibrant industry at domestic level. So, the 

appropriate breadth of patent protection in this specific sector needs the legislator utmost 

due care and attention to realize the innovation, industrial and health policy of the 

country. Hence, it would facilitate to establish the intended thriving local pharmaceutical 

industry in Ethiopia.  

However, Article 2(5) of the 1995 patent proclamation explicitly recognizes strong IPR 

protection which states that: “Patent” means the title granted to protect invention:  the 

                                                           
279 Id, at 220. 
280 The Patent Proclamation, supra note 22, Artcle 3(2). 
281 Id, Artcle 3(4). 
282 Id, Artcle 3(5). 
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invention may relate to a product or process”. So, patent protection is also available for 

both pharmaceutical process and product for duration of 15 years from the filing date, 

with the possibility of renewal for an additional five years.283 

 Some scholars may argue that since patent protection is territorial by its own nature, 

Ethiopian local generic manufacturers could be hindered by the current strong patent 

protection to produce generic copies of brand drugs exist elsewhere only when innovative 

drugs are granted patent protection in Ethiopia, by EIPO. They further illustrate that too 

few patent grants until 2015 for brand pharmaceuticals by EIPO shows that the adverse 

effect of the current Ethiopia’s strong patent regime is insubstantial in the building of 

thriving generic pharmaceutical industry. Meaning, even though the current patent 

proclamation provides strong pharmaceutical patent protection, Ethiopia can establish 

vibrant generic pharmaceutical industry by manufacturing off-patent and on-patent 

medicines but not under patent protection by EIPO. 

Table five: Foreign brand pharmaceutical patent applied and granted before EIPO 

from 1995-2018 

Foreign pharmaceutical Patent 1995-2015 2015 2016 2017 2018 

           Application  31 11 17 21 27 

           Grant 12 4 8 13 17 

Foreign pharmaceutical Patent 

of introduction 

2000-2015 2015 2016 2017 2018 

         Application 33 18 26 31 38 

         Grant  16 11 21 29 34 

Source: Patent directorate, EIPO (2018) 

The current Ethiopian strong patent regime could hinder the development of generic 

pharmaceutical industry only when our local pharmaceutical industries are actually 

capable to produce generic drugs via imitation and reverse engineering of foreign brand 

drugs and at the same time when foreign brand pharmaceutical MNCs apply for patent 

protection and granted strong patent in Ethiopia.284  But, Ethiopia’s PNSPA and EIB 

pharmaceutical recommendations encourage the building of generic pharmaceutical hub 

                                                           
283 Id, Article 16. See also UN-UNCTAD, supra note 155, at 151. 
284 Interview with Fikremarkos Merso (PhD and Associate Professor of Law), Lecturer at Addis Ababa 

University, School of Law,  on 7th August 2019 in his office at 4 PM.  
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in Africa via Kilinto industrial park dedicated for pharmaceutical production and start to 

attract generic FDI inflows in Ethiopia. 

Table six: Potential Pharmaceutical MNCs joining the Kilinto Industrial Park 

No Name of the Investor / Firm Investment Sector Country of Origin 

1 Domina pharma PLC 

 

Pharmaceuticals  

 

Syria 

2 Eva Pharma P.L.C 

 

Pharmaceuticals Egypt 

3 Intrade Co. Ltd, Ethiopian Branch.  Pharmaceuticals UK  

4 Africure Pharmaceuticals  

 

Pharmaceuticals Mauritius and 

Ethiopia  

5 Long life Pharmaceutical Co 

 

Pharmaceuticals Yemeni, Syrian and 

China 

6 Zee Laboratories  

 

Pharmaceuticals India  

7 Unival Pharmaceuticals  Pharmaceuticals China and Ethiopia  

8 Global Pharma (Glocare)  Pharmaceuticals India  

9 GL Rapha  Pharmaceuticals South Korea and 

Ethiopia  

10 Zhende  Medical devices and 

Consumables  

China  

11 Shanghai Pharmaceuticals Holding 

Co., Ltd. 

Pharmaceuticals China 

12 Dawa Group Pharmaceuticals Registered in Kenya  

Source: Investment Information and Technology Directorate, EIC (2019). 

Table six clearly reveals that Kilinto industrial park started attraction of giant generic 

pharmaceutical FDI, 12 generic MNCs entering the park since 2016.285 Though, the 

increment of DCs pharmaceutical MNCs arrival in Ethiopia’s Kilinto industrial park for 

local generic drug production cause a serious worry for European and U.S. giant 

innovative pharmaceutical MNCs to seek Ethiopian strong patent protection from EIPO. 

The industrial nations concern on the recent Ethiopian local generic pharmaceutical 

industry development clearly reflected in 2015, the meeting between European IP office 

                                                           
285 Interview with Mr. Mebrahtom G/yes, Investment Expert, Industrial Park Division, Industrial Park 

Facilitation Directorate, Ethiopian Investment Commission (EIC),  on 11th August 2019 in his office at 2 

PM. Among the newly 12 generic FDI which are entering in Kilinto Industrial Park except one company, 

all of them are came from DCs, Middle East countries, China and India.   
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representatives with Ethiopian EIPO director general when the former representatives 

seriously need their brand drugs to grant strong patent protection in Ethiopia.286  

Besides, as table five clearly shows that foreign brand pharmaceutical patent application 

and grant before EIPO immensely increased since 2015. For example, only 31 strong 

pharmaceutical patents applied and 12 granted before EIPO within 1995-2015, the past 

twenty years while 104 foreign pharmaceutical patents applied and 54 granted before 

EIPO within 2015-2018, the recent four years. Moreover, among the latest strong patent 

granted for foreign brand pharmaceuticals, some of them are under Ethiopia’s essential 

medicine list. Besides, in 2019, 65 foreign pharmaceutical patents applied before EIPO 

and all of them are ongoing patent examination and most of them will be grant strong 

patent protection soon.287  

The above stated facts implication trigger developed nations innovative pharmaceutical 

MNCs become keen to secure strong patent protection from EIPO to their brand 

medicines by fearing that the near future Ethiopian thriving local generic pharmaceutical 

industry will produce generic drugs by imitating their on-patent medicines.  Hence, they 

strongly pursue and actively work to block the existing and upcoming generic 

pharmaceutical MNCs that invest in Ethiopia by granting the current strong patent 

protection for their brand pharmaceuticals inventions. As a result, the existing strong 

patent protection of Ethiopia discourages the existing and upcoming generic 

pharmaceutical MNCs who are keen to manufacture on-patent drugs via imitation to 

supply for the huge domestic pharmaceutical market access and export for Sub-Saharan 

African countries, the victim of broadest epidemic diseases.  

Consequently, the current Ethiopia’s strong pharmaceutical patent has a series adverse 

effect to build vivacious domestic pharmaceutical industry and to realize the PNSPA 

vision, to become the near future leading pharmaceutical hub in Africa. This is because, 

alarming increment of foreign strong pharmaceutical patent application and grant before 

EIPO would be a huge barrier to manufacture generic medicines of on-patent drugs such 

                                                           
286 Interview with Mr. Girma Bejiga,  Director General Special Advisor, Ethiopian Intellectual Property 

Office (EIPO), on 10th August 2019 In his office at 3:30 PM.  
287 Interview with Mr. Getachew Tafa, Senior Pharmaceutical patent Examination Officer, Patent 

Directorate, Ethiopian Intellectual Property Office (EIPO),  on 10th August 2019 in his office at 1:30 PM. 
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as anti-cancer, anti-diabetes, ARV for HIV/AIDS and other on-patent drugs by domestic 

generic pharmaceutical industry via industrial parks and other private investors. 

 Therefore, Ethiopia’s strong pharmaceutical patent regime could entail a substantial 

blow for Kilinto industrial park development and the overall Ethiopian pharmaceutical 

industry development to become hub in Africa. Surprisingly, the current government of 

Ethiopia, EIPO has not an interest to initiate and draft new special pharmaceutical law, 

lux patent regime for lawmakers which regulates this pharmaceutical sector yet.288 

Nevertheless, Ethiopia will become successful to establish the near future promising 

pharmaceutical hub in Africa so long as a new weak pharmaceutical patent regime is 

enacted due to the preceding and the following reasons. 

4.6.1.1. Historical and Recent Various Nations Experience on Pharmaceutical 

Patent 

The past various North-Southern nations experience revealed that until 1986, the 

beginning of Uruguay negotiation, more than fifty countries including developed nations 

did not allow pharmaceutical patent protection with the understanding that it hinders the 

development of domestic pharmaceutical industry and their efforts to promote access to 

medicine.289 The pre-TRIPS epoch, before the Uruguay round negotiation and the past 

historical background of all developed nations like USA, Italy and Germany, DCs such as 

India, Brazil, and Jordan and recently, LDCs like Bangladesh and Uganda shows that 

recognizing strong patent regime in the earliest stage of domestic pharmaceutical industry 

establishment seriously hamper its development.290 So, Ethiopia should have to learn 

                                                           
288 Id, the researcher for instance understands that it is difficult to get the decision of Ethiopian Intellectual 

Property Office to initiate and prepare special legislation for pharmaceutical patent at all. They simply 

understand that the existing strong patent regime is compatible with the TRIPS agreement while Ethiopia 

will accede the WTO very soon. However, EIPO never consider the adverse effects of strong patent 

breadth on the actual development of local pharmaceutical industry in Ethiopia. Moreover, EIPO has not 

close collaboration with EIC and the Ethiopian pharmaceutical development institute (FBPIDI) on 

pharmaceutical industry case and hence not aware the current Ethiopian domestic pharmaceutical industry 

development progress is affected by the existing strong patent regime while EIPO is one crucial 

governmental institution stakeholders for our domestic pharmaceutical industry development.  
289 C. CORREA AND A. YUSUF, INTELLECTUAL PROPERTY AND INTERNATIONAL TRADE: 

THE TRIPS AGREEMENT, Kluwer Law International, the Netherlands, (2008), at 229. 
290 Id. 
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from the past and the present various nations experience as to how thriving domestic 

pharmaceutical industry is established by enacting the appropriate patent law breadth.  

Table seven: Some selected Northern-Southern nation’s pharmaceutical industries 

under strong and weak patent and its overall effects 

 USA India Bangladesh Ethiopia 

 

 

 

Under 

strong  

Patent 

Protection 

Year 1961-1984 1911-1970 1961- 2005 1995-2019 

No. of Local Pharma 

Industries 

149 2257 24 9 

Meet Domestic drug 

needs 

37% 20% 13% 20% 

Export revenue from 

pharma sector per year 

$10 Billion $210, 409 - $2 

Million 

In (direct)Employment 

Opportunity 

47, 000 78,000 3,000 - 

GTP contribution 

Per year 

 

0.2% 0.04 - - 

 

 

 

Under 

Weak 

Patent 

Protection 

Year 1984-1994 1970-2005 2005- 2019 1995-2019 

No. of Local Pharma 

Industries 

11, 800 Over 

23,000 

257 - 

Meet Domestic drug 

needs 

90% 95% 97% - 

Export revenue from 

pharma sector per year 

$200 

Billion 

$17.4 

Billion  

$89.2 

Million  

- 

In(direct) Employment 

Opportunity 

3.4 Million 29 

Million 

28, 879 - 

Current GDP 

contribution per year 

 

 

1.9% 2.6% 1.86% - 

Source: Compiled by the researcher from various websites. 

Table seven further demonstrates that Ethiopia is far behind and different from these 

countries’ experiences. Now a day, Ethiopia is obviously on the initial stage of 

pharmaceutical industrialization even if the nation aspires to establish the leading 
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pharmaceutical hub in Africa under the newly established Kilinto industrial park. Hence, 

Ethiopia would be better off with lux pharmaceutical patent regime to enhance the 

pharmaceutical industry by attracting both domestic investors and generic FDI. 

4.6.1.2. Weak Human, Institutional and Technological Capacity 

LDCs under the UN list usually characterized as weak human and institutional capacities; 

unequally distributed income and scarcity of domestic financial resources, low per capita 

income and infant technological capability.291 The pharmaceutical sector needs huge 

amount of capital, usually more than $2 million for R&D process to invent new medicine 

for a single negligible disease and consume more than 10 years. This fact reveals that the 

scientific complexity of brand drug invention process and the necessary attention to 

quality control for the purpose of meeting health, safety and efficacy standards. Hence, 

the pharmaceutical industry needs strong pharmacy and chemistry faculty at leading 

national universities, a functioning national drug regulatory authority to meet 

international GMP standards and competitive drug research centers and researchers.292 

 Ethiopia is a very low performing nation in its brand pharmaceutical invention capacity 

index, none medicine is patented before EIPO by Ethiopian domestic pharmaceutical 

industries.293 UNCTAD study recommends that countries with less developed 

technological capacities in pharmaceutical development have tended to provide for a 

weak patent regime, thereby leaving room for generic producers to “invent around”. 

Under lenient patent regime, LDCs like Bangladesh performed very highest generic 

pharmaceutical technological innovation index.294 

The ministry of science and technology (MoST) Green Paper also proved that Ethiopia is 

in the primitive stage of technological development in general and pharmaceutical 

innovation in particular. It is indicated that the manufacturing industries are mainly 

                                                           
291 Technological capability is simply means that the ability to innovate and improve products and 

processes. It is also defined as the “capacity to select, absorb, assimilate, adapt, imitate and perhaps 

improve a given imported technologies.”  
292 UN, available at: http://webapps01.un.org/cdp/dataquery/displayResults.action accessed on 17 June 

2019. 
293 Interview with Mr. Getachew Tafa, supra note 287. 
294 UNCTAD, Intellectual Property Rights: Implications for Development, Policy Discussion Paper, 

(2013), at 44 or available at: http://www.ictsd.org/themes/innovation-and-ip/research/ accessed on 15 July 

2019. 

http://webapps01.un.org/cdp/dataquery/displayResults.action
http://www.ictsd.org/themes/innovation-and-ip/research/
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engaged in the production of consumer goods like food, textiles and beverages.295 

Ethiopia is highly dependent on imported technologies, more than 80% pharmaceutical 

products imported from abroad. This is because Ethiopia lacks organized pharmaceutical 

research centers focusing on the adaptation, reverse engineering and imitation of foreign 

brand drug technologies.  

Ethiopia has only one pharmaceutical research center, Alert hospital under ministry of 

health and 22 researchers except those researches done by public higher education 

institutions.296 So, it is obvious that Ethiopia have had very weak technological capability 

in the pharmaceutical sector. This means the level of pharmaceutical manufacturing 

sector in Ethiopia is under its infancy stage and the country’s industrial base is too weak 

with very small qualified chemist and pharmacologist personnel’s. Besides, the 

intermediate goods like API and other raw materials such as NCE’s are domestically 

absent at all rather imported from abroad. Among the existing nine pharmaceutical 

industries none of them can produce API and other relevant raw materials to produce 

medicines.297  

Given the fragile pharmaceutical technological capabilities which is the results of strong 

patent, save as other determinant factors are existed, there is no vibrant domestic 

pharmaceutical technological base, not only to invent new brand drugs, but also to imitate 

and produce generic medicines which are off-patent medicines by using copying and 

imitation of on-patent medicines through new process of adaptation and reverse 

engineering due to the recognition of strong patent protection. Thus, Ethiopia as a LDC is 

unlikely to benefit from strong pharmaceutical patent protection at all. 

4.6.1.3. Imitation 

The preamble of patent proclamation favor imitation of foreign technology is one reason 

to legislate the patent law. Besides, Ethiopia’s PNSPA under strategic objective I and 

EIB pharmaceutical recommendations expressly pursues and favor the development of 

                                                           
295 Habtamu Hailemeskel, , Designing Intellectual Property Law as a Tool for Development: Prospects and 

Challenges of the Ethiopian Patent Regime, A thesis submitted to the Partial Fulfillment for the 

Requirement of Master’s Degree in Law, Addis Ababa University,  School of Law, (2011), at 50-51. 
296 Id.  
297 The Pharmaceutical Strategy, supra note 9 at 8. 
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vibrant domestic generic pharmaceutical industry. Moreover, absence of pharmaceutical 

technological activity in Ethiopia demands weak patent protection which enables generic 

MNCs, local enterprises and research institutions acquire and accumulate technological 

learning through imitation, copying and reverse engineering to produce domestic high 

quality generic drugs. This means growth of imitation is the priority for Ethiopia to foster 

local generic drug production. 

 Imitation basically necessities lux patent regime to produce certain off-patent drugs or 

foreign invented on-patent drugs that are protected in Ethiopia through different new 

process and methods. Thus, it will be beneficial to Ethiopian domestic pharmaceutical 

industries depending on imitation to produce generic drugs. This is evident in Horner’s 

conclusion that: 

To emphasize the ease of this imitative learning, getting hold of the 

innovative drugs itself, codified sources, such as scientific journals, and 

internet sources provided important information about the molecules that the 

scientists were trying to develop. Chemical molecules behave the same way 

in India as in the US or England, thank God. It’s not rocket science. The 

differences between the patent law in India and that in the USA and Europe, 

where most new pharmaceutical products were being introduced, with 

considerable imitative process innovation, Indian companies were able to 

produce pharmaceutical products sometimes within three years or less of 

their first introduction elsewhere.298 

 Lall’s conclusion further revealed that easy capabilities might be acquired by brief 

training combined with learning-by-doing (repetition without technical support, 

investment or experimentation).299 Assefa also importantly argued that the level of 

inventions found in non-industrialized countries such as Ethiopia call for the law that 

takes care of minor inventions and not favor major inventions which arise rarely or are 

                                                           
298 Rory, Horner, The Impact of Patents on Innovation, Technology Transfer and Health: A Pre- and Post-

TRIPs Analysis of India's Pharmaceutical Industry, NEW POLETICAL ECONOMY, Volume 19, No. 3, 

(2014), P. 384-406, at 392. Or available at https://doi.org/10.1080/13563467.2013.796446 accessed on 10 

January 2019.  
299 Lall S, Technological Capabilities and Industrialization in the World Development, (1992),  at 181. 

https://doi.org/10.1080/13563467.2013.796446
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largely to be found in the industrialized countries.300 As result, Ethiopia’s providing 

stronger pharmaceutical patent protection in this early stage impedes developing their 

drug imitative technological capability and the social costs outweigh the benefits.  

Therefore, the writer of this paper’s opinion is that, right at this stage, Ethiopia should not 

adopt a strong pharmaceutical patent law at all. This is because there are virtually no 

domestic industries seeking this protection. Moreover, the policy and legal framework 

should comprehensively and in an integrated manner encourages the accumulation of 

knowledge by facilitating learning by doing through copying, imitating and reverse 

engineering. Lenient pharmaceutical patent regime also encourage the bulk inflow of 

generic MNCs foreign technologies like Indian giant companies, such as Cipla to 

increase innovation and competition as well as develop and enhance the domestic 

industry by well-known economic theory, OLI and market imperfection theory. This 

should be the primary concern for Ethiopia which the country’s PNSPA and GTP II dual 

goals, increase economic growth and enhance access to life saving medicine is unlikely 

by the existing strong patent regime. However, this can be done by enacting process 

patent for pharmaceuticals. The current health, technological and economic reality of 

Ethiopia demand is that the one that enables to build its domestic pharmaceutical 

technological capability and stimulates local innovation through lenient patent regime. 

4.6.2. Compulsory License 

The patent proclamation stipulates various exceptions and limitations on the exclusive 

rights of the patentee due to public policy reasons like health problems.301 Among those 

major limitations, CL is the vast concept that needs critical analysis in this paper.  

4.6.2.1. The Notion of Compulsory License 

CL is one basic tool to encourage domestic manufacturers to produce drugs and enhance 

access to essential medicines at an affordable price. It is expressly recognized under 

                                                           
300 ASSEFA ENDALEW, INTELLECTUAL PROPERTY POLICY FOR NON-INDUSTRIALIZED 

COUNTRIES, Dartmouth Publishing Company, (1996), at 269. 
301 The Patent Proclamation, supra note 22, Article 25.  
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Ethiopian patent law.302 Meaning, it is a regulatory mechanism that allows public 

authorities to authorize the use of patented pharmaceuticals by third parties firms to 

produce drugs without the consent of the patentee but by paying adequate compensation 

to the owner, royalty for the patentee. 

CL is also the best mechanism for any nation especially for LDC’s to enhance access to 

lifesaving medicines by forcing patented pharmaceutical companies to reduce prices. For 

instance, Kenya‘s allow Cosmos Pharmaceutical company to manufacture generic drugs 

for the East African market forced Glaxo company to reduce its prices for AZT and 

combivar drugs. Besides, between 1969 and 1992, Canada issued 613 CL as part of its 

measures to increase access to medicine and at the time enhances its domestic 

pharmaceutical industry.303 Thus, CL is one decisive factor to ensure access to medicine. 

But, the existing patent proclamation of Ethiopia has some flaws to establish a workable 

and effective legal framework for the issuance of CL on its grounds and related issues. 

4.6.2.2. Grounds of Compulsory Licenses 

The Ethiopian patent proclamation basically provides two grounds of granting CL, 

‘dependent patent’304 and ‘failure to work’.305  

In relation to failure to the effective working of the invention, it is one basic mandatory 

precondition to grant CL by EIPO.306 In other words, the drug producer firm failed to 

produce the needed quantity of drugs that should be available for patients up to three 

years from the date of patent granted in Ethiopia and four years which the brand drug 

patented anywhere in the world is mandatory requirement to grant CL by EIPO.307 So, the 

patent proclamation recognition of 3-4 years discretionary period of time for the patentee 

pave the way for him to have drug market exclusivity and finally exploit financially poor 

                                                           
302 Id,  Article 25(2). 
303 Poku Adusei, supra note 71, at 182. 
304 The Patent Proclamation, supra note 22, Article 29(1) and (2) 
305 Id, Article 29(3).  
306 The Patent Proclamation, supra note 22, Article 29(1).  
307 Id, Article 29 (3) reads as, “without legitimate reason to justify his inaction, to work his invention in 

Ethiopia, only after the expiration of a period of three years from the date of grant of the patent or four 

years from the date of filing of the patent application which ever expires last.” 
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patients access to medicines especially in the case of epidemic disease until the licensee 

manufacture that brand drug by the same process of the innovator drug firm.  

However, the Paris Convention, the TRIPS Agreement under Article 31 and the 2001 

Doha Declaration August 30 decision recognized domestic policy space, refrained from 

limiting the freedom of its member states to decide upon the issuance of CLs’ grounds.308 

Moreover, when we see other countries experiences like SA, Uganda, Ghana and 

Thailand, such period of time is not mandatory preconditions to issue CL by ministry of 

health rather a mere insufficient quantity of drug supply for domestic market in the case 

of public health emergency issues, absence of sufficient medicine especially to afford 

lifesaving medicines.309 Moreover, The Canadian patent act has established prima facie 

assumption of abuse by the patentee of its patent exclusive rights whenever it is found to 

have failed to work and ultimately enables the ministry of health to grant CL for any 

requested private or public pharmaceutical producer entity.310   

In the other end of spectrum, Ethiopia’s patent proclamation deprive patients 

constitutionally guaranteed human right, the right to life and access to lifesaving 

medicines by providing exclusive right  for the patentee without any limitation, upon 

expiry of 3-4 years in the case of health emergency to save public health emergency 

when patented medicines are introduced for pandemic diseases. Thus, the non-working of 

the patented drug invention should be interpreted for pharmaceuticals narrowly, when the 

patentee failed to produce and unable to make the available needed quantity of drugs for 

patients irrespective of 3-4 years period of time.  

Additionally, the proclamation failed to show the extent of public health interest issues to 

grant CL by EIPO.311 So, absence of clear rules on the issuance of CL open the door for 

the patentee to refuse it and delay patients’ access to lifesaving medicines. The Doha 

declaration also restated and affirmed that member states can use the TRIPS flexibilities, 

including CL in broad manner. This international instrument is not limited to health 

                                                           
308 Saad Abughanm, supra note 72, at 183. See also paragraph 44 of the WTO Ministerial Declaration; 

Article 66 of the TRIPS Agreement on transitional period for LDCs. Patent obligations on pharmaceutical 

products have been extended to 2016, 2021 and now up to 2033 by the TRIPS General Council decision. 
309 Poku Adusei, supra note 71, at 232-233. 
310 Saad Abughanm, supra note 72, at 188.  
311 The Patent Proclamation, supra note 22, Article 25(2).  



72 
 

emergencies but also unaffordable prices and unavailability of medicines both at public 

or private health pharmacy are among the legitimate reasons for the use of CL.312  

The WHO survey report conducted in 2103 on selected 25 medicines in Ethiopia, under 

the two-tier health care system (both public and private sector medicines outlets) 

availability of drugs was insignificant and the price of medicines in Ethiopia is too 

expensive for patients.313 For instance, the public sector and private sector total 

availability of medicines was 64% and 73% respectively.314 In relation to price of 

medicine, EPSA procurement prices for locally produced and imported medicines were 

1.69(104% higher than) and 1.58(87% higher than) times international reference prices 

index respectively.315 Therefore, Ethiopia should explicitly define the extent of public 

health issues in broad manner to establish workable and effective CL, core patent 

exception to enhance access to essential lifesaving medicines by boosting domestic 

pharmaceutical industry development. 

4.6.2.3. Amount of Royalty for the Patentee  

The patent proclamation also imposes a duty on the licensee to pay a reasonable fee for 

the patentee upon mutual agreement. If parties failed to agree, EIPO empowers to fix the 

remuneration.316 But, the patent proclamation, regulation and EIPO establishment 

proclamation317 silent to fix the amount of royalty for the patentee. Besides, there is no 

specific guideline as to how EIPO fix adequate remuneration (royalties).318   

Thus, generic pharmaceutical MNCs needs stable and predictable conducive patent 

exception rules to invest in Ethiopia and they want to use CL as one patent incentive 

mechanism to boost their local production. So, to avoid future possible disputes, EIPO 

lacks clear guidelines to fix the amount of royalty based upon objective criteria. 

Medicines manufactured under CLs would be expected to provide similar prices like 

                                                           
312 Teferi Gedif, et al, supra note 35, at 10. 
313 Id, at 12. 
314 Id, at 18. 
315 Id, at 4. 
316 The Patent Proclamation, supra note 22, Article 33(2).  
317 The FDRE Ethiopian Intellectual Property Office (EIPO) Establishment Proclamation 320/2003, 

FEDRAL NEGARIT GAZETA, 9th year No. 40, (2003), Article 6(2). 
318 Interview with Ato Getachew Tafa, supra note 287. 
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generic medicines and further facilitate voluntary license. Hence, EIPO should propose 

clear guidelines as to how the exact amount of fee deserved for the patentee in the form 

of royalty. Some countries such as Canada and International institutions such as WTO-

TRIPS agreement319 have explicit guidelines to fix the reasonable exploitation fee usually 

between 2-10% of the selling of medicines produced by the licensee drug manufacturer. 

4.7. Can Ethiopia Accede the WTO by Enacting Lux Pharmaceutical 

Patent Regime? 

The foregoing discussions comprehensively shows that Ethiopian local pharmaceutical 

industry at this stage, from industrial policy, means of economic growth and health 

policy, access to essential lifesaving medicines at affordable prices do not demand strong 

pharmaceutical patent protection at all. This is more relevant and important for them 

since 2015, massive foreign pharmaceutical patent granted by EIPO would potentially 

block generic drug production via imitation by the existing and the upcoming local 

pharmaceutical industries. However, the current patent proclamation of Ethiopia 

recognizing strong IPR protection for pharmaceuticals especially in the absence of any 

regional and international treaty obligation like the WTO-TRIPS agreement remains 

unsolved puzzle yet.  

So, if a lenient pharmaceutical patent protection is the primary interest and priority of the 

country, why the legislature had adopted strong patent regime including pharmaceuticals? 

One explanation for this may be the influence of the then drafter, pro-TRIPS argument 

from the developed world and the expectation that the country would have been become a 

member of WTO.320 Nonetheless, Ethiopia is not a member of the WTO yet even if the 

country has been negotiating its accession process to the WTO since 2003 and now on 

the verge of accelerating the accession process to join it soon.321  

During the WTO accession process, acceding nation should ensure its domestic laws are 

compatible with all the WTO multilateral agreements such as the TRIPS agreement. To 

do this, on June 2017, Ethiopian council of ministers issue a new directives to 

                                                           
319 The TRIPS agreement, supra note 16, Article 31(g). 
320 Fikremarkos Merso, supra note 278, at 14. 
321 Fikremarkos Merso, supra note 239, at 162.  
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reinvigorate the steering and technical committees to expedite the WTO accession 

process and joining other regional and international agreements.322Accordingly, 

Ethiopia’s current series need of weak pharmaceutical patent under the new PNSPA, 

exploit the TRIPS flexibility for LDCs, enables to accede the WTO is critical issue that 

needs solution before adopting lux pharmaceutical patent law. Currently, Ethiopia wants 

to join the WTO by exploiting all flexibilities that existed in the WTO multilateral 

agreements including the TRIPS agreement and its Council permit for LDCs, domestic 

policy space transition period for pharmaceuticals until 2033.323  

The WTO-TRIPS agreement already recognizes strong IPR protection in all fields of 

technological innovations including pharmaceutical inventions as per Article 27(1). 

However, the TRIPS minimum standard of IPR protection, both product and process 

patent including pharmaceuticals has an exception during the post-TRIPS epoch since the 

international community public health issue concern escalates especially after the global 

HIV/AIDS and other epidemic disease crisis deprive a lot of millions peoples life which 

most of them were the Southern countries populations.324 

 The 2001 Doha WTO Ministerial declaration on the TRIPS Agreement and public health 

and the TRIPS council which empowered to extend the transition period for LDCs 

members upon their request, exempt patent protection for pharmaceuticals until 1st 

January 2016.325  The TRIPS Council was further extended until 1st January 2021 on 11 

June 2013 and finally until 2033 on 6 November 2015326 for the sake of ensuring UN 

                                                           
322 Interview with Mr. Mengistu G/hiwot, Senior Expert, Multilateral Trade Relation and Negotiation 

Division, Ministry of Trade, on 11th July 2019,  in his office at 3:30 PM.  
323 Id. The researcher understands that the current government presupposes and works to accede the WTO 

by assuming that the country can use all the WTO multilateral agreements flexibilities permitted for all 

WTO LDCs members as of right without any challenge during accession process. However, this 

misunderstanding of the current government, both the pharmaceutical industry development institute and 

ministry of trade and industry multilateral trade negotiation division could be a huge tackle to join the 

WTO since at bilateral negotiation stage of the accession process, Ethiopia will face to accept TRIPS plus 

obligations, prohibiting Ethiopia to exploit the WTO LDCs full transition period domestic policy space for 

pharmaceuticals patent exclusion until 2033 while the current Ethiopia patentable subject matter breadth is 

compatible with the TRIPS agreement.  
324 Angela J. Anderson, supra note 166, at 33. 
325 The TRIPS Agreement, supra note 16, Article 66(1). 
326 World Trade Organization (WTO), Extension of the transition period under Article 66.1 for least 

developed country members: decision of the Council for TRIPS of 11 June 2013 (IP/C/64). Geneva: 

WTO; 2013. Or available at: http://www.wto.org/english/tratop_e/trips_e/ta_docs_e/7_1_ ipc64_e.pdf  

accessed on 23 January 2019. See also WTO, Extension of the transition period under Article 66.1 for 

http://www.wto.org/english/tratop_e/trips_e/ta_docs_e/7_1_%20ipc64_e.pdf
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millennium development goal 3, “access to medicine for all” and to accelerate domestic 

pharmaceutical industry development. NGOs and human right activists are also calling all 

LDCs to actively use the TRIPS Council created domestic policy space until 2033, the 

renewed transition period provides and accordingly to take immediate steps to amend 

their respective national patent laws to exclude pharmaceutical products from patent 

protection with explicit provisions that this would be available until 1st January 2033.327 

Even though Ethiopia is a LDC under the UN list, the country move to accede the WTO 

may not allow in advance and seek it as of right to exclude domestic strong 

pharmaceutical patent protection while it was permitted under the 2001 Doha declaration 

and TRIPS council decision for LDCs until 2033. This is because of two reasons.  

 At time of bilateral negotiation, crucial stage of WTO accession process, the WTO 

member states especially industrial nations strongly argue that the TRIPS flexibilities, 

the Doha declaration and TRIPS council decision for the exclusion of pharmaceutical 

patent protection until 2033 is applicable only for WTO LDCs members.  Therefore, 

it would not bind and applicable for non-member states and ongoing acceding LDCs. 

Furthermore, they obviously argue that all above stated decisions are not binding 

rather guidelines for non-member sates to invoke as default right.328 

 The practical experience of some recent WTO LDCs members such as Cambodia, 

Nepal and Vanuatu accession process reveals that they forced and convinced to 

accede the WTO by signing TRIPS-plus terms.329 They were given only three years 

transition time from the date of their accession by disregarding the TRIPS Council 

transition period for LDCs until 2033. These LDCs experience of accepting TRIPS-

plus obligation terms showed that the probability to secure the full and long 

transitions period for Ethiopia will be practically hard but it is a matter of Ethiopia’s 

strong negotiation.  

                                                                                                                                                                             
least developed country members: decision of the Council for TRIPS of 10 June 2015 (IP/C/64). Geneva: 

WTO; or available at: http://www.ip-watch.org/2015/10/15/wto-trips-council-addresses-non-violation-

paragraph-6-drug-export-provision/ accessed on 23 January 2019. 
327 Fikremarkos Merso, supra note 239, at 162. 
328 Ratnakar Adhikari & Navin Dahal, LDCs’ Accession to WTO: Learning from the Cases of Cambodia, 

Nepal and Vanuatu, (2017), or available at: www.un-ngls.org/orf/SAWTEE.doc 04 June 2019. 
329 UN, World Trade Organization Accession Agreements: Intellectual Property Issues, (2007), at 108. 
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Nonetheless, it is not absolutely impossible for Ethiopia to accede the WTO in order to 

fully exploit the transition period by recognizing lux pharmaceutical patent regime since 

the transition period is the part of bilateral negotiations which should be determined on 

case by case basis. Therefore, Ethiopian WTO accession process negotiators can protect 

the country’s best interest by seeking and convincing all WTO member states at bilateral 

negotiation stage to use the full transition time by excluding product pharmaceutical 

patent which was allowed for all the WTO LDCs members by the TRIPS Council 

decision until 2033 to comply with the TRIPS agreement. This may be done by invoking 

the following genuine plausible arguments and justifications. 

 Ethiopia currently has a series rampant disease burden in both communicable and 

NCDs and its constitutional law and health policy needs access to affordable 

lifesaving medicines for all to create a healthy human development. 

 Ethiopia is a LDC under the UN list, needs to enhance its economy by exporting 

local generic produced drugs for other LDCs especially in Sub-Saharan African 

countries by using the 2001 Doha Declaration and the 2015 TRIPS Counsil 

decision domestic policy space for pharmaceuticals.  

 “Access to medicine for all” is recognized by the international community under 

the UN millennium development goal 3 and 8. 

 The 2012 WTO guidelines on LDCs,330 accession seems to suggest that any 

acceding LDC like Ethiopia should be entitled to the same transition period of 

WTO LDCs members are entitled.331 

Generally, Ethiopia can accede the WTO by enacting a lux pharmaceutical patent regime 

and fully exploit the TRIPS Council decision transition period to exclude pharmaceutical 

patent for LDCs so long as our negotiators persuade and convince all the WTO member 

states at time of bilateral negotiation stage of accession process by invoking the above 

stated illustrative justifications and other relevant domestic policy justifications.  

 

                                                           
330 WTO, Accession of Least Developed Countries, Decision of the General Council, WT/L/508/ ADD. 1. 

30 July 2012. 
331 Id, Section 8. 
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5. CHAPTER FIVE 

5.1. Conclusion 

The meaning, types and core peculiar features of pharmaceuticals are relevant concepts to 

determine patentable subject matter of pharmaceuticals and its duration of protection 

rationale from NCE up to final brand or generic drug. But, unlike other technological 

inventions, genesis of domestic and international pharmaceutical patent protection is 

recent phenomena in the industrial field for the sake of ensuring access to lifesaving 

medicine and enhancing domestic pharmaceutical industry development. 

The 1994 WTO-TRIPS agreement subject matter patent breadth of pharmaceuticals 

provided strong (both process and product) patent that prohibit generic drug firms to 

imitate brand drugs. All member states of the WTO currently obliged to adopt strong 

patent in their domestic patent regime except LDCs as per the TRIPS Council decision 

until 2033 in order to ensure self-sufficiency on access to life saving medicines. 

Lux patent (only process patent) regime have myriad role to establish thriving local 

pharmaceutical industry especially for non-industrial nations and its overall inclusive 

benefits to increase local pharmaceutical production in order to ensure access to 

medicine, maximize aggregate welfare and economic development, attract generic FDI, 

induce R&D platform and encourage further innovation. Additionally, a broad ground for 

issuance of CL regime is also the prevalent patent exception mechanism to foster local 

pharmaceutical industry development. 

Some selected Southern countries experiences like Bangladesh, India, South Africa and 

Uganda reveals that coherent and effective pharmaceutical oriented health, industrial and 

innovation policy frameworks and weak patent regime (only process patent) are vital 

legal instruments behind the success story of their thriving local pharmaceutical industry 

establishment at their initial stage of development and meeting their domestic drug 

demand needs. Besides, effective and workable CL regime which has pro-generic 

pharmaceutical industry is also another driving force for the industry development. 
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Coming to Ethiopia, the nation socio-economic and health sector profile is still a LDC 

under the UN list and plagued by various epidemic disease such as HIV/AIDS, 

tuberculosis, malaria, and diarrhea as well as NCDs like pneumonia, diabetes and cancer. 

Though, the existing nine drug firms meet below 20% and access to lifesaving medicine 

at affordable price is only 64% of the total needed medicines and hence it is not fully 

realized yet. Different myriad factors contributed for these poor achievements.  

 Firstly, with regard to policy frameworks, Ethiopia has not generic drug policy as 

default option to attract pharmaceutical FDI to invest in Ethiopia and encourage local 

drug firms to invent and produce generic drugs via imitation and blocked by the current 

strong patent regime. Besides, the nation lacks integrated, shared goals and coherent 

health and industrial policies yet that favor and prioritize generic drugs production since 

both policies are very essential to realize the building of vibrant domestic pharmaceutical 

industry that strongly pursue weak patent regime.  

Secondly, in relation with frontier institutional frameworks for pharmaceuticals, the 

Industrial Park Development Corporation (IPDC) mandates to facilitate the development 

and operation of all industrial park like Kilinto industrial park dedicated for 

pharmaceutical production. But, the IPDC has failed to collaborate and advocate weak 

patent regime as one best incentive mechanism with other relevant institutions like EIPO 

which play vital role by granting and enforcing patent protection after pharmaceutical 

patent examination, patent breadth and exceptions like CL. The same holds true for the 

pharmaceutical industry development institute, EIC and EIB pharmaceutical 

recommendation which favor generic drug production that needs weak patent regime and 

broader concept of CL rules while the existing patent regime provide strong patent 

protection and stringent CL regime. So, this could hinder the potential generic FDI 

inflows and the development to establish thriving local pharmaceutical industry. 

 Thirdly, concerning subject matter patent breadth, the existing strong patent regime 

could threat and series barrier for the development of Kilinto industrial park and overall 

ambitions of the nation to build thriving generic pharmaceutical industry in Africa since 

EIPO recently grant immense strong patent protection for foreign brand medicines.  
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More than 120 foreign pharmaceuticals granted strong patent protection by EIPO in 

recent years and numerous foreign innovative pharmaceutical patents applied and 

examined by EIPO yet. Nevertheless, historical background of most industrial nations 

and DCs as well as contemporary LDCs like Bangladesh and Uganda experience reveals 

that Ethiopia cannot invent brand medicine by the current weak human, financial and 

technological capacity. Besides, the preamble of patent proclamation, the PNSPA under 

the first strategic objective and EIB pharmaceutical recommendation favors imitation of 

foreign brand medicine to produce generic medicine shows and justifies that Ethiopia 

needs weak pharmaceutical patent regime at all. 

Thus, this alarming increment of foreign brand pharmaceutical patent protection by EIPO 

which empower patentees to have strong IPR protection could block and hamper the 

existing and upcoming local generic pharmaceutical companies to manufacture recently 

prevalent NCDs, generic drugs of ARV for HIV/AIDS, anti-Cancer, Hepatitis and 

Diabetes drugs under weak patent with new process and phases via imitation and reverse 

engineering. This finally results the impediment of the actual development of the near 

future leading pharmaceutical hub in Africa and also ultimately hinder access to 

lifesaving medicines through local generic production. 

Fourthly, the current stringent and narrow grounds of CL regime cannot facilitate local 

drug industry development and never consider public health emergency when pandemic 

diseases exist in the country. Moreover, Ethiopia’s patent law on royalty for the patentee 

when CL is granted is blurred issue and hence it paves the way upcoming prolonged 

potential disputes between parties. Moreover, the interest of generic MNCs to 

manufacture essential drugs via CL is minimal by fearing future dispute. Therefore, the 

current patent regime narrow grounds for the issuance of CL should be broad by avoiding 

3-4 years non-working of patent ground and use unavailability, unaffordability of 

medicines are sole grounds. CL absence of clear guidelines to fix amount of royalty fee in 

advance hinder the actual domestic pharmaceutical industry development and hence it 

should be addressed by giving 2-10% royalty for the patentee. 

As far as Accession to the WTO concerned, Ethiopia is a LDC under the UN list and can 

accede the WTO by enacting weak patent regime.  However, Ethiopia’s WTO accession 
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process negotiators should avoid TRIPS-plus obligation, convince and persuade all WTO 

member states at the bilateral negotiation stage of accession process to exploit fully the 

2015 TRIPS Council decision transitional period, domestic policy space until 2033 by 

excluding product pharmaceutical patent that only allowed for WTO LDCs member to 

establish vibrant local pharmaceutical industry. 

5.2. Recommendations 

Based on the preceding discussions and findings, the researcher forwarded the following 

recommendations.   

To the Ethiopian Intellectual Property Office (EIPO)  

 EIPO should propose for lawmakers to exclude product patent regime but should 

reconsider and initiate the appropriate patent breadth, new lux pharmaceutical patent 

law (only process pharmaceutical patent regime). 

 EIPO in collaboration with ministry of health should reconsider and initiate to 

propose a new broad CL regime for lawmakers, broader definition of public health 

interest issues that recognize exorbitant drug prices, unaffordability and unavailability 

of lifesaving essential medicines are among the legitimate reasons to grant CL. 

Besides, non-working of patent should be interpreted for pharmaceuticals narrowly 

and hence avoid 3-4 years discretionary period of time for the patentee rather absence 

of the needed quantity of drugs is suffice to issue CL.  

 To mitigate the potential concerns of royalty at time of parties disagreement during 

the issuance of CL, EIPO in collaboration with ministry of health should come up 

with clear guideline, fix the exact amount of exploitation fee in advance usually 2-

10% of the selling of medicines produced by the licensee drug manufacturer.   

To the FDRE Ministry of Health 

 Introduce one-tiered policy model, generic drug policy under the NHP that support 

and encourage domestic pharmaceutical firms to manufacture generic drugs in order 

to enhance access to lifesaving medicine.  
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 Prepare awareness creation programs for doctors, patients, human right activists and 

concerned NGO’s on the possible benefits of weak pharmaceutical patent regime that 

enhance access to lifesaving drugs in the existing rampant disease burden.  

To the Ethiopian Pharmaceutical Industry Development Institute 

 Prepare awareness creation programs for generic MNCs, weak patent protection, 

broader and clear grounds of CL regime are decisive investment incentive scheme 

that encourage generic drug production via imitation and reverse engineering under  

pharmaceutical cluster Kilinto industrial park. 

 Create collaboration with concerned government institutions like ministry of health, 

ministry of industry, EIC, IPDC, FMHACA, and EIPO. The should also prepare 

coherent, comprehensive and shared pharmaceutical oriented goals that meet the 

health, industrial and innovation policy to increase local generic drug production.  

 The institute should create strong cooperation with EIPO to design weak 

pharmaceutical patent regime to attract generic MNCs in order to exploit the TRIPS 

council decision transition period domestic policy space for pharmaceutical until 

2033 for the actual development of thriving domestic pharmaceutical industry. 

To the Ministry of Trade (Multilateral Trade Relation and Negotiation Directorate)  

 The WTO accession negotiating team should be organized with elite academician and 

government officials who have proper knowledge and skill on the adverse effects of 

strong patent regime for the building of vibrant domestic pharmaceutical industry.  

 At the bilateral negotiation stage, Ethiopian WTO accession process negotiating team 

should be aware the practical challenges of the TRIPS-plus obligation. So, they 

should be ready to convince and persuade all the WTO member states in order to 

fully exploit the TRIPS Council transition period, domestic policy space for 

pharmaceutical patent exclusion until 2033.  

 

 

. 
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