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CHAPTER 1: INTRODUCTION 

I. Challenges and Research Questions 

 Many low- and middle-income countries experience difficulty in using 

compulsory licensing as a measure to balance patent protection and access to 

medicines. These difficulties persist despite relevant efforts made by some World 

Trade Organization (WTO) members. As patent protections granted under the 

Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS 

Agreement)1 often effectually decrease access to medicines significantly in low- and 

middle-income WTO members, Article 31 of the TRIPS Agreement provides WTO 

members with certain flexibilities to counteract the power of patent owners: WTO 

members have the right to grant compulsory licenses to some patented goods. These 

compulsory licenses allow governmental or non-governmental entities to utilize 

patented inventions in their territories without the permission of the patent owners, 

and the Declaration on the TRIPS Agreement and Public Health (the Doha 

Declaration)2 reaffirmed this flexibility of WTO members in circumventing patent 

rights to secure access to medicines – only requiring the payment of “adequate” 

compensation. Subsequent international decisions and agreements regarding the 

TRIPS Agreement and Public Health concerns further strengthened WTO members’ 

rights to use compulsory licensing – in particular, when dealing with pressing 

                                                             
1 The Agreement on Trade-Related Aspects of Intellectual Property Rights, April 14, 1994, Marrakesh 
Agreement Establishing the World Trade Organization, Annex 1C, 33 I.L.M. 1197 (1994) [hereinafter 
TRIPS Agreement]. 
2 World Trade Organization, Ministerial Declaration of 20 November 2001, WT/MIN(01)/DEC/2; 41 
ILM 755 (2002) [hereinafter Doha Declaration].  
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domestic health concerns. As a result, countries can now more effectively balance 

patent protections with the need for access to medicines by utilizing these flexibilities 

whenever there is a significant need for them. However, many low- and middle-

income WTO members still have the following difficulties in employing compulsory 

licensing to balance patent protection with access to medicines in their territories:  

• First, the pharmaceutical industry and rich WTO members still have a 

strong antipathy to the use of compulsory licensing by poor WTO 

members. 

• Second, poor WTO members have little information on how their use of 

compulsory licensing may influence or be influenced by a variety of 

national factors, such as export of goods, foreign investment, innovative 

activities, and so forth. There have been only a few studies that have 

considered the relationship between compulsory licensing and these 

factors; they were however of limited scope and often contradictory in 

their findings. Particularly, the lack of a comprehensive analysis of this 

relationship makes it difficult for these members to make well-informed 

decisions on compulsory licensing to secure better access to medicines. 

• Third, the number and variety of international and domestic legal 

disputes are expected to increase surrounding compulsory licensing for 

new patented treatments – many of which are expensive, but offer great 

health benefits. There is, however, no guidance on the criteria or 

standards to be considered by a government granting a compulsory 
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license or by a court deciding the legality of such license. In fact, some 

policy-makers and scholars believe that detailed guidance on compulsory 

licensing would actually limit the opportunity for compulsory licensing. 

However, governments and courts deciding on compulsory licensing 

would benefit from basic guidance on the criteria or standards for their 

decisions. Without such guidance, they may have great difficulty dealing 

with relevant legal disputes quickly and fairly. Patients as well would 

suffer from delays in accessing the health benefits expected from new 

treatments that may be made available via compulsory licensing. 

• Fourth, poor WTO members have little guidance on how much 

compensation should be given to the owner of a patent for the use of it 

via compulsory licensing. Balancing patent protection with the need to 

increase access to medicines requires fair and “adequate” compensation 

for the patent owners whose intellectual properties have been subject to 

compulsory licensing. To be fair and adequate, the amount of such 

compensation should be determined from a combined perspective of 

social justice and economic value. However, current proposals for 

calculating compensation focus too much on reducing the amount of this 

compensation without adequately reflecting the economic value of a 

medicine made available via compulsory licensing.  

The aim of this dissertation is to help low- and middle-income WTO members 

to make well-informed decisions on – and more effective use of – compulsory 
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licensing to secure better access to medicines. By reviewing the major difficulties 

which hamper countries’ use of compulsory licensing – even after the implementation 

of improved compulsory licensing provisions in international trade legislation – and 

by proposing ways to address those difficulties, this paper hopes to enable countries 

considering compulsory licenses to more effectively balance patent protections with 

access to medicines.  

The primary research question herein is therefore: What difficulties still exist 

for low- and middle-income WTO members in making effective use of compulsory 

licensing under the TRIPS regime, and how can such difficulties be addressed in a 

way that effectively balances patent protections with access to medicines? 

In order to answer this question and address relevant theoretical and practical 

issues, this study specifically considers the following questions: 

• Why and how should patent protection be balanced with access to 

medicines in the developing world, and what is the role of compulsory 

licensing in this context? 

• Which national characteristics may affect or be affected by a WTO 

member’s use of compulsory licensing to increase access to medicines? 

• Which criteria or standards should be considered by administrative 

government agencies deciding on whether to grant compulsory licenses, 

or by courts deciding upon the legality of these compulsory licenses? 

• How should the amounts of compensation for patent owners be 

determined to be fair and adequate? 
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II. Summary of Thesis 

By answering the above-mentioned primary and subsidiary research 

questions, I intend to argue and prove the following:  

I argue that compulsory licensing should be used by low- and middle-income 

countries actively (and, if necessary, combined with other measures – at least until 

those measures become more fully effective) because the effect of compulsory 

licensing is fast and strong. To this end, I highlight the value and importance of 

compulsory licensing to reduce the impoverishing effects of purchasing patented 

medicines (which are often exorbitantly priced in relation to contextual income levels 

of low- and middle-income countries). I also show how compulsory licensing is an 

effective measure to balance patent protection with access to medicines in the 

enhanced patent protection environment under the TRIPS regime. 

Second, based on the findings of a comparative review of compulsory 

licensing cases in Thailand and South Korea, an overview of compulsory licensing 

data for 193 countries, and a statistical analysis of this data, I argue that compulsory 

licensing by developing countries would have little negative effects on the business of 

patent owners, foreign direct investment and national merchandise export. I also show 

that countries with a high burden of life-threatening diseases such as HIV/AIDS may 

have a better chance of granting compulsory licenses. Nevertheless, developing 

countries with a strong policy priority on technical innovation need to be cautious of 

the possible negative impacts of compulsory licensing on innovative activities. I 
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recommend that poor countries revise or scrutinize the compulsory licensing 

provisions of their domestic laws to have more clear and less restrictive meanings 

with regard to the legal grounds of compulsory licensing and the scope of legal 

authorities able to grant these licenses.  

Third, the effects of compulsory licensing should not be the only things 

considered by developing countries when making these decisions, as they have a 

direct and significant impact on social justice. Given the significant and 

disproportionate impact that the distribution of medicines can have on the life and 

health of human beings, I propose to identify substantive criteria or standards for 

compulsory licensing decisions that derive from social justice perspectives – in 

particular, a combined perspective of human functioning and social contract theory. 

Based on a review and comparison from these perspectives on the grounds referred to 

by two different government agencies in South Korea, I recommend that developing 

countries to consider the following criteria for their decisions on compulsory 

licensing:  

• how necessary the patented medicine is for securing basic human 

capabilities; 

• whether this medicine is especially necessary for the treatment of 

neglected diseases;  

• whether this medicine is especially necessary to protect the life or health 

of the socially or economically disadvantaged (such as children, women, 

minorities, the aged and those who suffer from life-threatening diseases 



7 
 

who cannot or work or live normally); 

• whether other medicines are available which may substitute for this 

medicine substantially and economically.  

In addition, I argue that the urgency of compulsory licensing should not be considered 

as an important criterion for these decisions.  

Lastly, fair and adequate compensation for patent owners whose patents have 

been subject to compulsory licensing is an essential element of balancing patent 

protection with access to medicines. I propose that the amount of this compensation 

should be determined and adjusted from the combined social justice perspectives of 

utilitarianism, social contract theory and human functioning theory. I advance a 

method to help developing countries calculate reasonable compensation amounts. 

More specifically, the amount of remuneration should be determined by multiplying 

three elements (the base medicine price, the royalty rate and the counter-contribution 

ratio) which together should reflect the fair economic value of the medicine and 

social justice considerations. The calculation begins with the base medicine price 

elicited directly from a sample of patients who would need this medicine through the 

results of a contingent valuation survey. The calculation also considers the social and 

economic status of patients who need this medicine to determine the royalty rate, and 

how essential this medicine is to securing basic human capabilities to determine the 

counter-contribution ratio, respectively. 
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CHAPTER 2: ARGUMENT FOR A BROAD USE OF COMPULSORY 

LICENSING IN DEVELOPING COUNTRIES 

 

In this chapter, I argue for a broad use of compulsory patent licensing to 

increase access to medicines in low- and middle-income countries. As discussed 

below, justifications for patent protection are weak in poor countries. In addition, 

patent protections for pharmaceutical inventions – which are requirements of the 

TRIPS Agreement – can create significant public health crises in these countries. The 

WTO has employed several measures to reduce the negative effects that patent 

protections have on access to medicines in poor member countries, such as granting a 

waiver on intellectual property obligations for least-developed countries (LDCs), and 

allowing rich WTO members export medicines to poor members with insufficient or 

non-existent manufacturing facilities.3 However, these measures are insufficient to 

address the problem of access to medicines. The WTO should provide stronger 

normative and practical support for a broad use of the TRIPS flexibilities, including 

compulsory licensing by low- and middle-income countries (LMICs), at least until 

they achieve certain level of industrial and technical development. This chapter 

revisits and highlights the value and importance of compulsory patent licensing as a 

means to address problem of access to medicines in LMICs. The chapter does this by 

reviewing the history of the TRIPS Agreement and related flexibilities, the 

                                                             
3 See Decision of General Council of 30 August 2003, Implementation of Paragraph 6 of the Doha 
Declaration on the TRIPS Agreement and Public Health, WT/L/540 and Corr. 1 (1 Sept. 2003), 43 
I.L.M. 509 (2004) [hereinafter Paragraph 6 System]. 
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implications of patent theories on pharmaceutical inventions, current proposals to 

address the access to medicines problem in developing countries, and why a broad 

use of compulsory patent licensing is necessary to address this problem.  

 

I. History of the TRIPS Agreement and the TRIPS Flexibilities 

The TRIPS Agreement came into effect on January 1, 1995 and covers a wide 

range of subjects such as copyright, trademark, industrial design, trade secret, and 

patent.4 The main objectives of this agreement focus on how WTO members can 

reduce distortions and impediments to international trade, how they can promote 

effective and adequate protection of intellectual property rights and how they can 

ensure that domestic protection measures do not become barriers to trade.5 The 

agreement declared that intellectual property protection would, in practice, benefit 

others besides their creators by contributing to the profitable transfer and 

dissemination of innovative and creative activities. This, it was thought, would in turn 

increase the overall welfare of WTO members.6 As most poor WTO members 

implemented the intellectual property obligations of the TRIPS Agreement, the gap in 

the strength of intellectual property protection between rich and poor WTO members 

                                                             
4 For more information on the historical backgrounds of the TRIPS, see Frederick M. Abbott, The 
Doha Declaration and the TRIPS Agreement and Public Health: Lightening a Dark Corner at the Two, 
Journal of International Economic Law 469 (2002). 
5 See TRIPS Agreement, art. 7. See also Peter K. Yu, 46 The Objectives and Principles of the TRIPS 
Agreement, 46 Houston Law Review 797 (2009); Antony Taubman, Rethinking TRIPS: ‘Adequate 
Remuneration’ for Non-Voluntary Patent Licensing, 11 J. Int’l Econ. L. 927, 943 (2008) (mentioning 
that the proponents of the TRIPS regime argue that “insufficient protection of IP amounted to a 
distortion of trade and an effective barrier to legitimate market access.”). 
6 See TRIPS Agreement, art.7. 
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has narrowed.7 The TRIPS Agreement includes some safeguards to prevent the abuse 

of intellectual property rights and protect public interests. WTO members can adopt 

measures to protect public interests where intellectual property rights come into 

conflict with those interests, provided that the measures taken are consistent with the 

provisions of the TRIPS Agreement.8 Intellectual property obligations provided by 

the TRIPS Agreement are merely the minimum standards for the intellectual property 

obligations of WTO members,9 so WTO members are free to establish and enforce 

stronger intellectual property protection rules, as well as establish other bilateral or 

regional trade agreements with so-called TRIPS-plus provisions for greater patent 

protection.10  

An effect of the TRIPS Agreement was to increase not only the number of 

countries protecting patent rights but also the scope of patentable subject matter 

significantly. Prior to this, not every country protected patent rights - countries held 

their own jurisdiction to determine whether to recognize patent rights, and the scope 

of patentable subject matter. Historically, a country’s patent policy depended upon the 

level of economic development and the structure of industry. For example, those 

countries whose economic development was mainly propelled by knowledge-based 

industries began to grant exclusive rights for intangible property (such as inventions) 

                                                             
7 Walter G. Park, International Patent Protection: 1960 -2005, 37 Research Policy 761, 762 (2008). 
8 See TRIPS Agreement, art. 8. 
9 For general information on the contents of the TRIPS Agreement, see TRIPS: A More Detailed 
Overview of The TRIPS Agreement, www.wto.org/english/tratop_e/trips_e/intel2_e.htm (last visited 
Aug. 6, 2014). 
10 TRIPs-plus provisions refer to obligations in agreements and instruments that impose more stringent 
intellectual property protections and rights beyond those required by the TRIPS Agreement. It may 
either exceed the requirements of the TRIPS Agreement or eliminate flexibilities in implementing the 
TRIPS provisions. 
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earlier than others, and increased the scope of patentable subject matter quickly. In 

other cases, countries tried to delay patent protection as long as possible or to deny 

patent rights for certain kinds of inventions in order to protect their domestic 

industries. For example, only machineries were patentable in Switzerland at the time 

the country began to protect intellectual property rights in 1888, because it was the 

only industry to which Switzerland had a comparative advantage. The scope of 

patentable subject matter broadened very slowly and gradually in Switzerland until 

chemical processes became patentable in 1978.11 Medicines had not been patentable 

until very recently, even in some developed countries: indeed, they had not been 

patentable until 1967 in Germany, 1979 in Italy, 1992 in Spain and the 1990s in 

Canada.12 The TRIPS Agreement expanded the scope of patentable subject matter 

significantly in 1994 by making patent rights available for any inventions, whether 

products or processes, in any technology, including medicines and their 

manufacturing processes.  

The TRIPS Agreement is the most comprehensive multinational agreement 

that governs intellectual property protection. However, this agreement was drafted, 

negotiated and executed by WTO members with a focus on international trade matters, 

not in the context of international intellectual property matters. Recognizing that the 

territorial characteristics of patent protection caused significant inefficiencies in 

international trade, WTO members established this universal (uniform and 

predictable) intellectual property protection regime (the TRIPS Agreement) in the 
                                                             
11 See HA-JOON JANG, KICKING AWAY THE LADDER – DEVELOPMENT STRATEGY IN HISTORICAL 
PERSPECTIVE 160-161 (Anthem Press 2002). 
12 See Jang, supra note 11, at 160. 
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hopes that both developed and developing countries would be better off, and would 

increase the rate and levels of technological development and transfer among WTO 

members.13 However, this comprehensive intellectual property agreement failed to 

pay sufficient attention to how such universal intellectual property protections would 

affect people living in different countries with different social and economic needs.14 

It was not long before the TRIPS regime faced significant criticisms, two of which 

should be mentioned here. The first is that the TRIPS intellectual property protection 

regime significantly increased inequality in the distribution of wealth between rich 

and poor WTO members by accelerating the movement of wealth from poor countries 

to rich countries due to the latter’s more-developed and accumulated technological 

knowledge, infrastructure and economic resources for R&D investment. The other 

criticism is that patent protection can significantly limit access to medicines in poor 

WTO members by prohibiting these members from producing or importing generic 

medicines without the approval of patent owners. As the scope of patentable subject 

matter expanded to include both pharmaceutical products and their manufacturing 

processes (according to the requirements of the TRIPS Agreement), previously-

available cheap generic medicines became unavailable in poor WTO members.15 The 

                                                             
13 See TRIPS Agreement. The differences in substantive or procedural standards of patent protection 
across countries will cause substantial transaction costs to foreign entrepreneurs – who are interested in 
investing their money or licensing their technology to local firms in developing countries – and 
dissuade them from investing in the local economy. 
14 See Preamble of the TRIPS Agreement. 
15 See TRIPS Agreement, art. 27, para.1 (“Subject to the provisions of paragraphs 2 and 3, patents shall 
be available for any inventions, whether products or processes, in all fields of technology, provided 
that they are new, involve an inventive step, and are capable of industrial application. Subject to 
paragraph 4 of Article 65, paragraph 8 of Article 70 and paragraph 3 of this Article, patents shall be 
available and patent rights enjoyable without discrimination as to the place of invention, the field of 
technology and whether products are imported or locally produced.”). 
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restrictions on drug manufacturing processes – which again, had not been patentable 

before the TRIPS regime was established in over 40 countries – had a particularly 

significant impact in India, a country which had been a major international source of 

generic medicines. As a result of becoming party to the TRIPS Agreement in 1995, 

India’s revised patent laws (to allow patent rights for pharmaceutical manufacturing 

processes) barred a significant manufacturing industry and infrastructure from the 

manufacture, sale or export of generic medicines without the permission of patent 

owners if those medicines were patented in India.16  

The TRIPS flexibilities (also known as the “TRIPS public health safeguards”) 

were originally designed to reduce the negative effects of patent protection (for both 

pharmaceutical products and their manufacturing processes) on access to medicines in 

poor WTO member-countries. These objectives were reaffirmed by the WTO 

Ministerial Conference of 2001 (held in Doha), which declared that WTO members 

have the right to use the TRIPS flexibilities to circumvent patent rights in order to 

improve access to medicines.17 These flexibilities are: parallel importation,18 

exceptions to exclusive rights (also known as “Bolar exception)19 and compulsory 

                                                             
16 Before this revision, the patentable subject matter under the Indian patent law did not include 
pharmaceutical products but pharmaceutical process only with respect to pharmaceuticals. 
17 For general information on the TRIPS flexibilities, see Karin Timmermans & Togi Hutadjulu, The 
TRIPS Agreement and Pharmaceuticals, ASEAN Workshop on the TRIPs Agreement and its Impact on 
Pharmaceuticals, Jakarta, 2-4 May 2000, at 33, available at 
apps.who.int/medicinedocs/pdf/h1459e/h1459e.pdf. 
18 See TRIPS Agreement, art. 6. Parallel importation refers to the importation of a product which has 
been marketed by the patent owner (or in another legitimate manner) in another country. This 
flexibility can be effective in increasing access to patented medicines when those medicines are 
available legitimately at low prices in another country.  
19 See TRIPS Agreement, art. 30. The Bolar exception allows interested generic drug manufacturers to 
begin manufacturing patented medicines before the applicable patents expire, in order to collect any 
necessary data for submission to drug registration authorities. This TRIPS flexibility may reduce the 
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licensing.20 Among these flexibilities, compulsory licensing has been the most 

important option for poor WTO members. The legality of granting compulsory 

licenses to increase access to medicines has been confirmed by both domestic 

legislation of many WTO members and the TRIPS Agreement. Poor WTO members 

are often interested in using compulsory licensing as a measure for increasing access 

to patented medicines because they have little resources with which to pursue other 

measures to address relevant health issues. Despite this, they are experiencing 

difficulty in using compulsory licensing effectively.21 

 

II. Consensus-Building for Balancing Patent Protection with Access to 

Medicines in Poor WTO members 

When WTO members were required to provide patent protection for any 

inventions in all fields of technology by the TRIPS Agreement, poor WTO members 

were not prepared to handle the negative effects of patent protection for 

pharmaceutical inventions. While rich WTO members – with their strong base of 

technologies and economic resources – were expected to benefit from the universal 

patent protection provided by the TRIPS Agreement, it was unclear whether poor 

                                                                                                                                                                              
delay for generic medicines to enter the market after the applicable patents expire. The name ‘Bolar 
exception’ originated from in the U.S., Roche Products Inc. vs. Bolar Pharmaceutical Co., 733 F.2d 
858 (Fed. Cir. 1984). 
20 See TRIPS Agreement, art. 31. 
21 See e.g., Peter Singer & Doris Schroeder, Ethical Reasons for Intellectual Property Rights Reform: A 
Report (D1.3) for INNOVAP2, IGH Discussion Paper No. 7, at 8 (2010), 
http://healthimpactfund.org/wp-content/uploads/2012/11/DP7_Singer_and_Schroeder.pdf  (last visited 
Aug. 6, 2014) (arguing that the TRIPs regime is likely to have advantages over its predecessor with 
regard to the availability problem {i.e., drugs are not being developed for the needs of the poor}. 
However, these advantages must be weighed against problems regarding accessibility {i.e., medicines 
are priced beyond the reach of the poor}). 
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WTO members would share in the benefits of technological transfer and foreign 

investment, as proponents of the TRIPS Agreement had argued. In actuality, it has 

become obvious that poor WTO members are suffering from limited access to generic 

medicines after granting patent rights for pharmaceutical products and their 

manufacturing processes. Given these circumstances, it is difficult for both rich and 

poor WTO members to agree upon how compulsory licensing should be used as a 

measure to increase access to patented medicines in poor WTO members. 

Nevertheless, consensus-building between rich and poor WTO members is essential 

for balancing patent protection with access to medicines in poor WTO members, and 

for finding a better way to use compulsory licensing for that purpose. To help build 

such a consensus, this section reviews the perspectives of two prominent patent 

theories and evaluates the reasons for protecting patent rights in both rich and poor 

WTO members. 

 

A. Why Are the Residents of Poor Countries Less Interested in Patent 

Protection than those of Rich Countries? 

The residents of poor WTO members seem to have been less interested in 

protecting patent rights than those of rich WTO members. The reasons for this are 

both political and economic. Historically, many patent laws in poor countries were 

enacted during the era of colonialism, without a proper democratic process (which 

includes the representation or participation of local residents) .22 And yet, many of 

                                                             
22 For a general explanation of democratic legislative process, see Suzie Navot, Judicial Review of the 
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these laws still remain in effect with little in the way changes – if any. In Bangladesh, 

for example, the 1911 Patent Act of England enacted by the British Royal 

Government during the era of the British colonialism still retains its legal force, 

despite having no substantial amendment. Understandably, the patent system 

established by this patent law has rarely been used by Bangladeshis.23  

Insufficient economic development is another reason the residents of poor 

countries have been little-interested in utilizing the patent system or enforcing patent 

obligations under the TRIPS Agreement. Poor countries have little in the way 

economic or technical resources for R&D activities, so it is natural that the patent 

system was mostly used by foreigners, not by the residents of these countries. In 

Vietnam, for example, the number of resident patent applications has remained 

overwhelmingly small, although the country enacted laws and regulations to observe 

its patent obligations according to the TRIPS Agreement (Figure 2).24  

Given these political and economic circumstances in many poor WTO 

members, it seems difficult to expect the residents of these members to participate in 

using the patent system and enforcing patent rights. In essence, why should the 

residents of poor countries be interested in granting and protecting patent rights if 

policy decisions for such protections were originally made without their own 

participation or proper representation, and despite there being no clear economic 

reason or incentive to protect patent rights? Reviewing two prominent patent theories 

                                                                                                                                                                              
Legislative Process, 39 Isr. L. Rev. 182 (2006). 
23 Bangladeshis have filed few patent applications since the first enactment of their patent law in 1911. 
Most patent applications in Bangladesh were filed by foreigners.  
24 Bizconsult Attorneys, IP Newsletter, at 3, www.bizconsult-vietnam.com (last visited Jul. 2, 2011). 
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(economic incentive theory and natural right theory) may provide some of these 

justifications for patent protection in poor countries, and make a case for the greater 

need to balance patent protection with access to medicines in these countries. 

 

B. Overview of Patent Theories 

1. Economic Incentive Theory 

Economic incentive theory (also known as the “utilitarian approach”) is one of 

the prominent theories that can justify granting patent rights for inventions (which are 

intangible property). According to this theory, patent protection can be justified 

because it provides individuals and companies with a strong economic incentive to 

invest in R&D activities for new inventions which are useful for the overall welfare 

of a society.25 The basic logic of this theory is as follows: In a completely competitive 

market with no patent protection, inventions will be regarded as public goods because 

one person’s use of an invention does not reduce or prevent another person’s use of 

that invention. Due to these non-rival and non-excludable characteristics of 

inventions, people can use inventions without paying for them. Accordingly, it can be 

difficult for inventors to recoup their R&D costs and earn profits from their 

inventions. The result of this difficulty is that inventions are less often pursued and 

accomplished than would be socially desirable. The quantity of inventions can 

therefore be increased by granting patent rights for new and useful inventions, which 

will encourage individuals and companies to invest in R&D activities in order to reap 
                                                             
25 ROBERT MERGES ET AL., INTELLECTUAL PROPERTY IN THE NEW TECHNOLOGY ERA (4th ed., Aspen 
Publishers 2007). 
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associated economic rewards. Granting patent rights can be especially effective in 

encouraging investment in R&D for medicines, the development of which often 

requires very large amounts of money. 

Development of new technology is not the only benefit of granting patent 

rights. As patent rights are granted for inventions in return for their disclosure to the 

public, a society can derive further economic benefits from patent protection in the 

transfer of patented technologies to the public sphere (either with the approval of 

patent owners during the term of their patents or freely after they expire), and the 

attendant ability of other inventors to innovate upon those inventions and create new 

technologies of their own – likely employing patent protections in-turn.  

 

2. Natural Rights Theory26 

Natural rights theory does not justify patent protection from the economic 

benefits that patent protection can bring to a society. On the contrary, according to 

this theory, inventors deserve exclusive property rights for their inventions because 

those inventions are the products of their own intellectual labor. This reasoning is 

derived from Locke’s theory of labor, which explains that labor is a unique natural 

capacity of human beings and the private ownership of a product can be justified by 

the labor required to produce it. It can be reasoned by analogy that the private 

ownership of an invention – which is an intangible property – can be justified by the 

                                                             
26 See e.g., Samuel Oddi, TRIPS – Natural Rights and a “Polite Form of Economic Imperialism, 29 
Vand. J. Transnat’l L. 415 (1996) (noting that developing countries may not be as eager as developed 
nations to accept a natural rights premise which has been used to convince the world community to 
advance a universal world standard of intellectual property law). 
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intellectual labor required to develop such invention. This intellectual labor-based 

justification for patent protection has had a strong influence on patent legislation and 

judicial precedents in many countries, including the United States.27 However, this 

theory is criticized by scholars who argue for limiting the scope of such private 

ownership of intellectual property through the “fair use” doctrine.28  

 

C. Implications of Patent Theories on Patent Protection for Medicines 

in Poor Countries 

1. Economic Incentive Theory  

While some WTO members can derive economic benefits from protecting 

patent rights according to the requirements of the TRIPS Agreement, others cannot. 

For example, a country with more inventors can reap more benefits from protecting 

patent rights than another country with fewer inventors, because inventors are the 

main economic beneficiary of the patent system, which grants inventors exclusive 

rights to exploit their inventions. A country with few inventors can still have some 

economic benefits from patent protection if its residents are wealthy enough to pay 

for useful but expensive inventions developed by others, or if they have some 

capacities to learn from these inventions and develop more advanced technology on 

their own. In practice, however, those countries with little economic or technological 

resources cannot derive significant economic benefits from patent protection. In 

                                                             
27 See e.g., Benjamin G. Damstedt, Limiting Locke: A Natural Law Justification for the Fair Use 
Doctrine, 112 Yale L.J. 1179, 1179-1180 (2003).  
28 Id. 
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particular, pharmaceutical inventions are some of the hardest products for poor WTO 

members to develop or invent because of the staggering R&D costs required.  

Nevertheless, some argue that patent protection can be justified by economic 

incentive theory (in both rich and poor countries) because it can increase the transfer 

of new technology to poor countries. For example, based on the results of a survey, 

Lee and his colleagues argued that patent-owning multinational companies would be 

willing to transfer their technology to other countries if those countries would protect 

patent rights.29 However, patent protection in poor countries does not seem effective 

in increasing the transfer of technologies to these countries – and in particular, the 

transfer of drug manufacturing technologies. The evidence supporting Lee’s argument 

is also insufficient because he only surveyed the transfer of technologies from 

multinational companies to their affiliates (which are usually in charge of sales and 

marketing). Lee also did not include any transfer of technologies to local 

manufacturers in his survey. In practice, despite the universal patent protection which 

became effective in most WTO members in 1994, the R&D work (and related 

technological capacities) of the pharmaceutical industry has been conducted within 

only a few rich countries, such as Denmark, the United Kingdom and the United 

States.30 Patent protection in poor countries has been largely insufficient in 

                                                             
29 Lee G. Branstetter, Raymond Fisman & C. Fritz Foley, Do Stronger Intellectual Property Rights 
Increase International Technology Transfer? Empirical Evidence from U.S. Firm-Level Panel Data, 
121 Q.J. ECON. 321 (2006) (“U.S. multinationals respond to changes in intellectual property regimes 
abroad by significantly increasing technology transfer to” … [their affiliates in] “reforming 
countries.”). 
30 See NATIONAL SCIENCE BOARD, Chapter 4 (Research and Development: National Trends and 
International Linkages) in SCIENCE AND ENGINEERING INDICATORS: 2010 (National Science Foundation 
2010), http://www.nsf.gov/statistics/seind10/ (last visited Aug. 6, 2014). 
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encouraging the transfer of technologies to these countries without more affirmative 

measures to increase such transfer. Therefore, patent protection in poor countries 

cannot be adequately justified by economic incentive theory on the basis of the 

transfer of technologies to poor countries either.31  

Given that patent protection in poor countries cannot be justified by economic 

incentive theory, poor WTO members must perform a careful review of how patent 

protection can affect the overall welfare of their society and how the scope of patent 

protection should be adjusted to balance the social benefits and costs of patent 

protection in their territories. To this end, the following section reviews in detail what 

social benefits and costs can be associated with patent protection in poor countries. 

Such a review may provide us some useful insight and guidance on how the TRIPS 

flexibilities (such as compulsory licensing) should be utilized to adequately balance 

patent protection and access to medicines in poor countries.  

 

a. Social Benefits of Patent Protection Can Be Small in Poor 

Countries 

Patent protection involves benefits and costs for both inventors and the society 

to which they belong. At the same time, a country’s policy on patent matters will be 

influenced by the social benefits and costs of its policy choice, not by inventors’ 

                                                             
31 Sahar Aziz, Linking Intellectual Property Rights in Developing Countries with Research and 
Development, Technology Transfer, and Foreign Direct Investment Policy: A Case Study of Egypt 
Pharmaceutical Industry, 10 ILSA J. Int’l & Comp. L. 1 (2003) (arguing that “the benefits of TRIPS 
for developing nations depends on the linkage between intellectual property rights, and other legal 
regimes, particularly drug regulation, technology transfer, and foreign direct investment policies.”). 
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personal benefits and costs exclusively. As the proponents of patent protection 

according to the TRIPS Agreement argued, patent protection may encourage 

investment in developing new and useful technology by recognizing the private 

ownership of inventions, and such technical developments may create economic 

benefits not only for rich countries but also for poor countries through the transfer or 

dissemination of such technology to those poor countries. In other words, the main 

social benefits of patent protection are the creation and disclosure of new and useful 

technology. By providing patent owners with an opportunity to earn profits by 

granting exclusive rights to sell their inventions in a monopolistic market, the patent 

system can motivate people to invest in creating new technology. Disclosure or 

dissemination of new technology can be another social benefit of patent protection 

because inventors are required to disclose their inventions to the public in order to 

obtain patent rights for their inventions, where others can use these inventions (either 

with consent or after patent expiry).  

However, the patent system’s contribution to the creation of new technology 

should not be exaggerated because a) not all people are encouraged to invest in 

developing new inventions by protecting patent rights and b) because there are 

various ways (other than patent protection) to encourage investment in developing 

new inventions. First, the effect of patent protection on the creation of new 

technology is limited because only risk-takers can be encouraged by patent 

protection: benefiting from patent rights costs inventors money, but does not 

guarantee profits. In practice, only a small number of patent owners are commercially 
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successful in making profits with their patented inventions. Second, patent protection 

is not the only way to encourage investment in developing new inventions. People 

can be motivated to participate or invest in R&D for new technology through various 

economic or non-economic reasons such as honor, prize, lead-time and trade secret. 

For example, some people may engage in R&D activities to achieve their academic or 

professional goals. Others may be simply satisfied by their inventions contributing to 

the public interest. Historically, a significant number of important technological 

advances were made before the patent system was first created. Having no patent 

protection does not mean that inventors will get no economic rewards for their 

inventions, either: inventors can reap some rewards from their inventions in certain 

technological areas (such as open software) without securing patent rights over their 

inventions.32 They may also earn some economic rewards from some natural 

protections for their inventions, such as lead-time and reputational advantages.33 In 

some cases, obtaining patent rights may not be the best option for inventors because it 

requires them to disclose their inventions. For example, if an inventor (in this case, a 

corporate entity) developed a new technology regarding the manufacturing process 

for certain products, he/she/it would be better off by keeping the new technology as a 
                                                             
32 United Nations Development Programme [hereinafter UNDP], HUMAN DEVELOPMENT REPORT 1999 
72-73 (Oxford University Press 1999), available at 
http://hdr.undp.org/sites/default/files/reports/260/hdr_1999_en_nostats.pdf (concluding that the 
common property system could encourage the creation of knowledge without the need for profit-
oriented economic gain in such business areas as Internet-based open software). 
33 FREDERIC M. SCHERER & DAVID ROSS, INDUSTRIAL MARKET STRUCTURE AND ECONOMIC 
PERFORMANCE 627 (3rd ed., Houghton Mifflin Company 1990); Richard Levin et al., Appropriating the 
Returns from Industrial Research and Development, 3 Brookings Papers on Economic Activity 783 
(1987), available at http://www.brookings.edu/~/media/projects/bpea/1987 
3/1987c_bpea_levin_klevorick_nelson_winter_gilbert_griliches (Based on a survey of 650 senior 
administrators of R&D departments of listed American firms, this study shows that some individuals 
and corporations may prefer lead-time and reputational advantages to patent protection). 
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trade secret, rather than by disclosing such technology and obtaining a patent right 

for it – not only because there is no specific term for trade secret protection, but also 

because it is difficult for patent owners to detect whether others are using their 

process technology and to prohibit them from using such process technology.34 

Inventors may also want to keep some less-innovative but still useful technology or 

know-how as trade secrets because they are not so innovative to be patented but can 

be especially useful for increasing the productivity of their manufacturing. Under 

these circumstances, inventors would be motivated to invest in R&D for new process 

technology by legislation or court precedents protecting trade secrets, not by the 

patent system.  

The economic benefit of patent protection through the dissemination of new 

technology to poor countries is also doubtful.35 Proponents of patent protection argue 

that recognizing the private ownership of an invention will make inventors feel safe 

to disclose their knowledge to the public. However, such disclosure requirement is 

often insufficient in detail for others to commercially manufacture products using 

patented inventions. They can even be useless in areas where technology develops 

quickly, because competitor inventors cannot use these inventions until patent rights 

have expired (typically in 20 years). In practice, the economic benefit from such 

patent disclosure is not large because in many cases the same or a similar technology 

                                                             
34 Id. (finding that in the case of process innovation, keeping an invention secret was accepted as a 
better strategy to the listed American firms than applying for patent).  
35 For various discussions on the effect of patent protection on the disclosure of technological 
information, see Lisa L. Quellette, Do Patents Disclose Useful Information?, 25 Harvard Journal of 
Law & Technology 532 (2012), available at 
https://prod.law.stanford.edu/sites/default/files/publication/662890/doc/slspublic/25HarvJLTech531.pdf 
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would have been developed by others independently at near the same time and 

become available to the public.36 The term of patent protection (often 20 years) is too 

long in most areas of modern technology where changes are rapid, and developments 

become outdated so quickly. More importantly, the patent system would have little 

effect encouraging the transfer of those technologies that are difficult to reverse-

engineer (such as manufacturing processes) because inventors would pursue trade 

secret protection, not patent protection, for their inventions. They would not disclose 

their inventions to obtain patent protection but keep them as trade secret, if they could 

keep them secret for more than 20 years.  

The TRIPS Agreement prescribes universal minimum standards for patent 

protection in WTO members. However, the social benefits of such patent protection 

can be significantly different between WTO members. Patent protection may have 

different effects in the creation and disclosure of new technology in different 

countries, depending on the field of technology, the level of technical development, 

the subject-matter of invention involved, and so forth. For example, the results of a 

survey-based U.S. study imply that patent protection could have different effects in 

encouraging R&D investment for different fields of technology.37 This study divided 

respondents into 12 industry groups and asked how many of their inventions would 

not have been invented if they could not have obtained patent rights. Top three 

responses to this question were from pharmaceutical industry (60%), chemical 

industry (38%) and oil industry (25%), while responses from other industries were 
                                                             
36 Fritz Machlup. & Edith Penrose, The Patent Controversy in the Nineteenth Century, 10 Journal of 
Economic History 1, 26 (1950). 
37 Edwin Mansfield, Patents and Innovation: An Empirical Study, 32 Management Science 178 (1986). 
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strikingly low: office supply, car, rubber and textile (0%), unrefined metal and 

equipment (1%), electronic equipment (11%), refined metal (12%) and machinery 

(17%). The effect of patent system on the creation of new technology can also be 

influenced significantly by other factors such as level of technological development, 

location and time of an invention, and so forth. As the effects of patent protection 

could vary even among developed countries, some developed countries such as 

Switzerland and the Netherlands used to delay granting patent rights and limit the 

scope of patentable subject matter depending on level of technical development 

achieved by their residents. Nevertheless, according to a study based on international 

patent statistics and information from case studies, Switzerland was one of the 

countries with the most innovative manpower in late 19th century, even though the 

country did not have patent law at that point.38 For WTO members to respond to the 

different effects of universal patent protection according to the TRIPS Agreement, it 

is therefore important for them to use the TRIPS flexibilities (including compulsory 

licensing) effectively depending on their own economic or technical circumstances. If 

inequitable social benefits are the outcome for some WTO members protecting patent 

rights under different economic and technical circumstances, it will be difficult to 

convince the residents of poor countries to participate in protecting those rights, 

which is essential to the success of the TRIPS regime.  

 

                                                             
38 ERIC SCHIFF, INDUSTRIALIZATION WITHOUT NATIONAL PATENTS: THE NETHERLANDS, 1869-1912; 
SWITZERLAND, 1850-1907 (1st ed., Princeton University Press 1971). Based on his study on the period 
during which patent law did not exist in Switzerland and Netherlands, Schiff concluded that the 
absence of a patent system had not damaged technological development in these countries. 
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b. Social Costs of Patent Protection Are Significant in Poor Countries 

The social costs of granting exclusive rights for inventions can be greater than 

the social costs of granting exclusive rights for other tangible properties because the 

scope of patent rights can be both ambiguous and broader than the scope of other 

tangible property rights. As the subject matter of patent rights are not products but 

inventions, patent owners can exercise their exclusive rights over any and all products 

in which their patented inventions are embodied or used in manufacturing, regardless 

of whether those products were made independently by others without referring to the 

patented inventions or not. Accordingly, in order to avoid any liabilities for patent 

infringement, individuals and companies must perform patent research before they 

begin to manufacture or sell certain products. If they find any patented invention that 

is the same as or similar to those technologies that are applied to their products or 

their production, they must acquire a license from the patent owner or redesign their 

products to not infringe on the patent. In other words, patent protection involves a 

social cost of patent research, as well as the possibility of mandatory product 

redesign. These social costs can be substantial if there are many patents to compare 

with, or if such comparison requires the review or opinion of legal or technical 

experts. The costs can be particularly large (and effectively create barriers) in the 

areas of technology which require greater R&D expenditure because they make it 

more difficult (and more of a gamble) for small- and medium-sized firms to invest 

their money and resources in invention R&D.39  

                                                             
39 The role of patent protection for innovation may vary across the area of technology. See e.g., Stuart 
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Other prominent social costs of patent protection are: (i) the delay in future 

innovations by others and (ii) the inefficiency in the allocation of resources which 

occur in monopolistic markets created by patent owners. If some inventors are 

granted patent rights for their inventions, others cannot use those inventions to 

develop more advanced technologies without the approval of inventors (or until their 

patents expire). Granting patent rights may also create inefficiency in the allocation of 

resources (natural or otherwise). In economics, the optimal allocation of resources is 

typically only accomplished in a competitive market, not in a monopolistic one. 

Market competition has also proven through history to be the strongest source of 

technological development. However, patent protection can create “deadweight loss” 

in the allocation of resources because it grants inventors power to create a monopoly 

in the market. Under such a monopoly, the supply for a product is typically smaller 

while the price is typically higher than the socially desirable level. If a competitive 

market were changed into a monopoly market through the grant of patent rights, such 

a change would move only part of the consumer surplus to the supplier (the patent 

owner), but not all of it – the other part (deadweight loss) would simply disappear 

without benefiting either the patent owner or anyone else in society (see Figure 6). 

This monopolistic power created by patent protection can be especially strong in 

practice because patent owners can prohibit their competitors from manufacturing or 

                                                                                                                                                                              
Graham et al., High Technology Entrepreneurs and the Patent System: Results of the 2008 Berkeley 
Patent Survey, 24 Berkeley Technology Law Journal 255 (2009) (based on the survey responses of 
1,332 U.S.-based technology startups in the biotechnology, medical device, IT hardware, software, and 
Internet sectors, the authors found “substantial differences in the roles played by patents for startups in 
the biotechnology and medical device sectors - where patents are more commonly used and considered 
important - as compared to those operating in the software and Internet fields - where they are less 
useful.”). 
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selling not only the same products but also products (or processes) that can be 

deemed significantly similar to their patents.  

The social costs of granting patent rights can be especially great if patent 

rights are granted for medicines. Granting patent rights on pharmaceutical inventions 

can limit access to medicines in poor countries significantly because generic 

medicines (which are often significantly cheaper) will (as a consequence of patent 

protection) no longer be available, while patented medicines are often priced too high 

for many residents of poor countries to afford. Drug price is not the only problem 

caused by patent protection for pharmaceutical inventions. Another critical problem 

of patent protection for pharmaceutical inventions is that such protection may 

significantly reduce the supply sources of medicines – products which themselves can 

often be essential to the lives and health of human beings. Patent protection can create 

situations where only a limited number of big pharmaceutical firms dominate the 

whole industry because most small- and mid-sized drug manufacturers have little 

resources to invest in R&D for new medicines. Under patent protection, minor drug 

manufacturers have to earn most of their profits from manufacturing off-patent 

medicines only, which are often not profitable; and therefore, these small- and 

middle-sized drug manufacturers can have great difficulty staying in business in the 

long run.  

Limited manufacturing sources of medicines are a serious health problem for 

both rich and poor countries. First of all, with only a small number of big drug 

manufacturers operating, patients suffering from neglected diseases in poor countries 
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will have difficulty acquiring the medicines to treat their diseases. Big pharmaceutical 

firms are less interested in manufacturing and supplying medicines to treat neglected 

diseases because they are far less profitable than the medicines for which the main 

consumers are residents of rich countries. Although some pharmaceutical companies 

have said they are willing to develop or participate in developing new treatments for 

neglected diseases, only a few of them have actually done so: according to one study, 

only 4% of 850 new drugs and vaccines approved between 2000 and 2011 were for 

49 neglected diseases, such as obscure worm and diarrheal diseases, malaria and 

tuberculosis.40 In addition, limited manufacturing sources of medicines can have 

negative health effects on the residents of rich countries as well if these drug 

manufacturers fail to supply their medicines due to emergency situations (e.g., force 

majeure or labor strike) or if the demand for their medicines increases suddenly (e.g., 

as a result of unexpectedly rapid epidemics or threats of biological terror) such that 

they cannot manufacture their medicines sufficiently to meet demand.  

With what has been said, it can be seen that patent protection in developing 

countries cannot be adequately justified by economic incentive theory because the 

social costs of patent protection for pharmaceutical inventions (in particular) can be 

quite significant in poor countries, while the social benefits of such protection are 

relatively small in these countries.  

 

 

                                                             
40 Belen Pedrique et al., The Drug and Vaccine Landscape for Neglected Diseases (2000-11): A 
Systematic Assessment, 1 The Lancet Global Health e237 (2013). 
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2. Natural Rights Theory  

Natural rights theory seems to provide a better justification for patent 

protection in poor countries because, according to this theory, the residents of poor 

countries, as the members of the global society, are also required to respect others’ 

intellectual property rights over their inventions which were developed by their own 

intellectual labor. Under this theory, the private ownership of inventions must be 

recognized because every human being has such a (ownership) right by nature, no 

matter what consequences or benefits would result from patent protection in poor 

countries. However, it is debatable whether the world can really be regarded as one 

society as posited by natural rights theory. More importantly, this justification has a 

serious social justice problem because it completely disregards the negative health 

effects of patent protection (for medicines in particular) in poor countries. The issue 

of whether to grant patent rights for medicines and the level of those patent 

protections must be carefully reviewed for fairness because medicines are essential to 

health. Patent protection for pharmaceutical inventions can create an undue burden on 

the residents of poor countries by increasing the price of medicines significantly; and 

in poor countries, prices themselves readily become significant barriers to the use of 

products. Meanwhile, most of the benefits of patent protection for medicines would 

serve the welfare of only a few big pharmaceutical companies and their shareholders, 

virtually all of which are based in rich countries. This is a real problem for 

distributive justice, which focuses on distributing assets fairly among the members of 
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a society.41 It would therefore seem that this natural rights theory also does not 

provide a good justification for patent protection (for medicines in particular) in poor 

countries, although it is slightly more robust than economic incentive theory.  

 

3. Implications for the Governments of Poor Countries 

The social benefits of patent protection are particularly low in poor countries 

while social costs are significantly high. Patent protection for medicines in these 

countries may also cause serious public health problems by limiting peoples’ access 

to medicines significantly – at a great cost to social justice. Given these negative 

social, economic and health effects of granting patent rights for medicines in poor 

countries, neither economic incentive theory nor natural rights theory provides a good 

justification for patent protection in poor countries. This poor justification of patent 

protection for medicines implies that the governments of poor countries have good 

reasons not to provide full patent protections for medicines. Instead, they should 

adjust the scope and the strength of patent protections for medicines by undertaking 

various policy measures more actively and aggressively. Poor countries must balance 

patent protection with access to medicines according to their economic, technical and 

public health circumstances. The next section reviews prominent proposals to balance 

patent protection with access to medicines in poor countries. 

 

III. Proposals to Balance Patent Protection with Access to Medicines in 

                                                             
41 JOHN RAWLS, A THEORY OF JUSTICE (Harvard University Press 1971). 
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Poor Countries 

To date, various ideas have been proposed to address the issue of limited 

access to medicines caused by patent protection in the developing world.42 Among 

those ideas, the most prominent proposals are: 1) encouraging pharmaceutical firms 

to adopt differential pricing policies; 2) the creation of Health Impact Fund to reward 

pharmaceutical innovations based on an assessment of the actual global health impact 

of a drug; 3) encouraging the governments of poor countries to negotiate with 

pharmaceutical companies and to purchase patented drugs at lower prices; 4) de-

linking medical R&D costs from drug prices by using innovation inducement prize 

awards as an alternative for patent monopolies; and 5) patent pooling. These will be 

discussed in-turn in the sections that follow. 

 

A. Differential Pricing 

Differential pricing (also known as “price discrimination” or “tiered pricing”) 

is a pricing policy that differentiates sale prices for the same product in different 

markets. This pricing policy is often used by a monopolistic company when its 

product is sold in multiple markets and the demand elasticity of its product differs 

between markets. In these cases, the company can maximize its total profits from 

these markets by setting different sale prices for different markets.43 Differential 

                                                             
42 See e.g., Reich, 2000; Patricia M. Danzon & Adrian Towse, Differential Pricing for 
Pharmaceuticals: Reconciling Access, R&D and Patents, 3 International Journal of Health Care 
Finance and Economics 183 (2003); Barton & Emanuel, 2005; Abbot & Reichman, 2007; Richard A. 
Epstein & A. Scott Kieff, Questioning the Frequency and Wisdom of Compulsory Licensing for 
Pharmaceutical Patents, 78 The University of Chicago Law Review 71 (2011). 
43 See e.g., Danzon & Towse, supra note 43. 
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pricing has been adopted by some pharmaceutical companies manufacturing patented 

antiretroviral drugs for which such a significant difference in demand elasticity exists 

between developed and developing markets. Some people argue that differential 

pricing is the best practical approach that can improve access to medicines in 

developing countries without discouraging pharmaceutical innovation.44 According to 

their reasoning, differential pricing is a win-win solution for both pharmaceutical 

companies and patients in developing countries. Market segregation is seen as 

essential to this approach, as prohibiting parallel trades of patented drugs across 

countries addresses pharmaceutical companies’ concern that differential pricing can 

result in product diversion – where cheaper drugs leak back into wealthy countries 

(whose customers often can afford to pay more).45  

However, this combination of differential pricing with banning parallel 

importation of generic medicines faces a number of criticisms. First, this approach 

may not be effective in lowering drug prices and increasing access to patented 

medicines in poor countries. This proposal can be an effective measure to increase 

access to a patented medicine if generic medicines are either unavailable, or 

unaffordable. But where cheap generic medicines are available in other countries, a 

                                                             
44 Frederic. M. Scherer & Jayashree Watal, Post-TRIPS Options for Access to Patented Medicines in 
Developing Nations, 5 Journal of International Economic Law 913 (2002); Danzon & Towse, supra 
note 43; Atik & Lidgard, 2006; Alexandra G. Watson, International Intellectual Property Rights: Do 
TRIPS’ Flexibilities Permit Sufficient Access to Affordable HIV/AIDS Medicines in Developing 
Countries?, 32 B. C. Int’l & Comp. L. Rev. 143 (2009) (“[A]though TRIPS’ compulsory licensing 
provision is an invaluable tool for improving access to affordable medicines, a tiered-pricing scheme in 
concert with a ban on parallel imports would help secure universally lower drug prices.”). 
45 Danzon & Towse, supra note 43; Richard A. Hornbeck, Price Discrimination and Smuggling of 
AIDS Drugs, 5 Topics in Economic Analysis & Policy 1 (2005) (arguing that “greater segmentation in 
the international market through additional barriers to smuggling would induce firms to charge lower 
prices.”); Atik & Lidgard, 2006. 
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country can often more efficiently and effectively increase access to the medicine 

simply by importing these generic medicines with no need for differential pricing by 

the original drug manufacturer. If, however, such importation of generic medicines is 

prohibited – as suggested by the proponents of differential pricing – the patent owner 

is not likely to decrease the price for this medicine in poor countries sufficiently to 

adjust for the potential savings of drug importation, but would instead seek to 

maximize the total profits from both developed and developing markets. Even when 

prices are set low in developing markets (relative to developed markets), they are 

likely to remain prohibitively high for patients in poor countries. Thus, differential 

pricing may have small effects in lowering drug prices, but it can create or allow 

market inefficiencies, especially when compared to other measures such as 

compulsory licensing, which creates competition in the market.46  

In practice, it is also difficult to establish market segregation as suggested by 

the proponents of differential pricing because of “reference pricing.” If a medicine is 

sold at different prices in different markets and the price difference between them is 

great, consumers in a developed market who usually pay more for the same medicine 

will continually try to find a way to import the same medicine from other countries 

where it is sold at a lower price, regardless of the import prohibition. Even if poor 

countries prohibit parallel importation of generic medicines (as recommended by the 

proponents of differential pricing), big pharmaceutical companies may not lower their 

drug prices enough to make them affordable in developing markets due to the 
                                                             
46 See Suerie Moon et al., A Win-Win Solution?: A Critical Analysis of Tiered Pricing to Improve 
Access to Medicines in Developing Countries, 7 Globalization and Health 39 (2011), available at 
http://www.globalizationandhealth.com/content/7/1/39 
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propensity for prohibited importation to occur as a natural consequence of the 

differential pricing policy.47  

Concurrently, to promote greater price discrimination, some propose a system 

of confidential rebates that limit foreign regulators’ ability to discover the prices 

actually charged to distributors in poor countries for use as reference prices in rich 

countries.48 However, it seems to be very difficult to keep these rebates confidential 

because the dollar amount of the rebates can be easily inferred from what consumers 

in developing countries have actually paid to purchase patented medicines. As well, 

when rebates are confidential, distributors in poor countries can still charge high drug 

prices. Keeping this “secret” rebate system is not recommendable because it limits 

people’s access to information significantly by design.  

Lastly, differential pricing is not a sustainable solution to lower drug prices in 

poor countries because of its voluntary nature. In practice, the result of differential 

pricing is to transfer the government’s authority and responsibility for public health 

matters to big pharmaceutical companies, which are, by their nature, private 

companies seeking to maximize profits. The voluntary nature of the differential 

pricing policy can render it ineffective in increasing access to medicines in poor 

countries. While some pharmaceutical companies may set sufficiently low drug prices 

for low-income markets voluntarily, profit motives of the market effectively render 

                                                             
47 David W. Opderbeck, Patents, Essential Medicines, and the Innovation Game, 58 Vand. L. Rev. 501 
(2005). 
48 Patricia M. Danzon & Adrian Towse, Theory and Implementation of Differential Pricing for 
Pharmaceuticals, in INTERNATIONAL PUBLIC GOODS AND TRANSFER OF TECHNOLOGY UNDER A 
GLOBALIZED INTELLECTUAL PROPERTY REGIME 445 (Keith E. Maskus & Jerome H. Reichman eds., 
Cambridge University Press 2005). 
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such price points similar to donations or charity. Not every shareholder or executive 

of a pharmaceutical company is in a position or disposition to give away potential 

profits to increase access to medicines in developing countries. Indeed, many 

pharmaceutical companies have divided developing markets into several groups and 

set different sale prices on the basis of the income levels of these markets in order to 

maximize their profits.49 The result is that most pharmaceutical companies continue 

to offer their medicines at prohibitively high prices (for developing markets) so long 

as doing so does not damage their corporate image significantly.50 For instance, some 

multinational pharmaceutical companies negotiated with the Brazilian government 

and agreed to adopt differential pricing policies to create low prices for their patented 

antiretroviral medicines in Brazil. However, they failed to reduce drug prices to 

satisfactory levels, and the Brazilian government could only effectively do so by 

granting its first compulsory license in 2007.51  

 

B. Health Impact Fund 

Another strategy to improve access to medicines (while preserving incentives 

for innovation) in poor countries is to create a fund that provides inventors of new 

medicines with a certain amount of compensation to be determined by the health 

benefit of their inventions. While there can be various ways to organize and operate 

                                                             
49 See Moon et al., supra note 47. 
50 Sean Flynn et al., An Economic Justification for Open Access to Essential medicine Patents in 
Developing Countries, 37 Journal of Law, Medicine & Ethics 184 (2009).  
51 Nathan Ford et al., Sustaining Access to Antiretroviral Therapy in the Less-Developed World: 
Lessons from Brazil and Thailand, 21 AIDS S21 (2007). 
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this type of fund,52 the most prominent proposal is the Health Impact Fund proposed 

by Hollis and Pogge.53 The basic principle of compensation according to the Health 

Impact Fund is to “pay for performance.”54 This proposal does not object to granting 

inventors patent rights but provides them an opportunity to forego their exclusive 

rights in exchange for being rewarded by this fund. If pharmaceutical firms decide to 

register their products and seek to be rewarded by the Health Impact Fund, the 

amount of reward for their invention(s) is determined by the degree to which their 

invention(s) can contribute to the improvement of human or public health. 

Specifically, the Health Impact Fund offers pharmaceutical inventors a share of a 

fixed fund for each of ten years in proportion to the health impact of their registered 

product as a share of all registered products, regardless of whether such health 

impacts occur in developed or developing countries. Upon the registration of patented 

medicines with the Health Impact Fund, pharmaceutical firms would agree to sell 

their medicines worldwide at a specific and low price (which should be almost equal 

to the average cost of manufacturing), without exercising their exclusive (patent) 

                                                             
52 See e.g., Mattias Ganslandt et al., Developing and Distributing Essential Medicines to Poor 
Countries: The Defend Proposal, 24 World Econ. 779 (2001) (proposing an international fund that 
would purchase licenses for essential medicines, such as AIDS drugs, and subsidize the distribution of 
those medicines in developing countries); Keith Maskus, Ensuring Access to Essential Medicines: 
Some Economic Considerations, 20 Wis. Int’l L.J. 563 (2002) (arguing for the creation of a global 
purchase fund to purchase licenses from drug patent owners and distribute medicines to make 
manufacturing of generic medicines easier); Joseph E. Stiglitz, Scrooge and Intellectual Property 
Rights, 333 British Medical Journal 1279 (2006). 
53 See AIDAN HOLLIS & THOMAS POGGE, THE HEALTH IMPACT FUND: MAKING NEW MEDICINES 
ACCESSIBLE FOR ALL (Incentives for Global Health 2008), available at http://healthimpactfund.org/wp-
content/uploads/2012/11/hif_book.pdf; THOMAS FOGGIE, GETTING THE INCENTIVES RIGHT: THE 
HEALTH IMPACT FUND (Friedrich Ebert Stiftung 2011), available at http://healthimpactfund.com/wp-
content/uploads/2012/11/HIFeuropaPapierFES.pdf. 
54 For more information on the Health Impact Fund, see The Health Impact Fund homepage, The 
Health Impact Fund: A Summary Overview, http://healthimpactfund.org/the-health-impact-fund-a-
summary-overview/ (last visited Aug. 6, 2014). 
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rights, and to offer others a royalty-free open license to manufacture and sell generic 

versions of their medicines following the ten-year reward period. The Health Impact 

Fund would be funded by those countries which agreed to support it. This proposal 

could reduce drug prices in developing countries while providing a good incentive for 

pharmaceutical companies to invest in R&D for new medicines, including the 

treatment of neglected diseases.55  

However, this proposal may face great challenges in practice. First, it is 

difficult to fund the operation of the Health Impact Fund because the cost of making 

this fund operable would be significantly high. To be attractive to many 

pharmaceutical companies manufacturing patented medicines now and in the future, 

the amount of rewards provided to inventors through the Health Impact Fund must be 

greater than, or at least similar to, the potential profits that pharmaceutical inventors 

could expect to make through patent rights. Otherwise, pharmaceutical companies 

would not register their patented products under the Health Impact Fund. While the 

proponents of this proposal suggest governments of developed and developing 

countries should share the economic burden to fund the operation of the Health 

Impact Fund, only a few of them would be willing and able to share such a huge 

economic burden.56 Second, it is difficult to determine the amount of rewards for 

inventions on the basis of their health benefits because the evaluation of health effects 

of pharmaceutical inventions often requires a great deal of research by experts, 

                                                             
55 Singer & Schroeder, supra note 21, at 11. 
56 See Opderbeck, supra note 48. See also Ganslandt, supra note 53, at 793 (“The subsidy from the 
fund would sum up to a maximum total cost of $4.7 billion to $8.1 billion per year for all HIV infected 
individuals in Sub-Saharan Africa.”). 
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requiring a significant amount of money and time. Lastly, it is also difficult to sustain 

the Health Impact Fund effectively because the success of this fund depends on the 

voluntary participation of pharmaceutical manufacturers with patent rights whose 

primary goal of business is to maximize their corporate profits – an area, as 

mentioned, where the proceeds from patent rights can almost always supersede the 

Fund’s compensation. Successful operation of the Health Impact Fund is made even 

more difficult if the production of a single medicine involves multiple inventions 

patented by different pharmaceutical companies, because, in such a case, the Health 

Impact Fund cannot help the production and distribution of this medicine without the 

approval of all relevant patent owners. 

 

C. Advanced Market Commitment 

Another strategy to address the access to medicines problem in poor countries 

is where donors or the governments of these countries promise to purchase substantial 

amounts of patented medicines from drug manufacturers at low prices and to 

distribute these medicines to the local people who need them.57 This strategy is called 

“advanced market commitment,”58 and it refers to a legally-binding contract agreed 

between drug developers and sponsors which is used to guarantee, in advance, a 

viable market for a medicine under development. With sponsors guaranteeing large 

and reliable markets in advance, this proposal can stimulate the requisite investment 

                                                             
57 See Epstein & Kieff, supra note 43.  
58 RUTH LEVINE ET AL., MAKING MARKETS FOR VACCINES: IDEAS TO ACTION (Center for Global 
Development 2005), available at http://www.ghtcoalition.org/files/MakingMarketsforVaccines.pdf. 
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in R&D for new medicines to treat neglected diseases, such as pneumonia, diarrheal 

disease and malaria. In exchange for sponsors’ advance purchasing commitment, drug 

developers agree to supply a set amount of their products at a fixed and low price. 

Advance marketing commitment programs are mainly funded by donors such as the 

governments of rich countries and NGOs, although a small share of such operational 

cost can be paid by poor countries. If the governments of developing countries want 

to reduce drug prices even lower than the discounted prices for bulk-purchasing, they 

will need to use their own resources in the long run. While this proposal is not as 

comprehensive as the Health Impact Fund in the scope of medicines covered by each 

proposal, it seems to be more feasible, at least in the short run.  

However, this proposal also faces several challenges. First, it is difficult to 

keep vaccines or medicines at affordable prices and in sufficient quantities once the 

advance marketing commitment is exhausted. Second, big pharmaceutical companies 

do not seem to be interested in advance marketing commitments because these 

commitments do not provide any funding until new medicines are fully developed, 

and because they cannot earn comparably substantial profits by selling medicines that 

are mainly consumed by the residents of poor countries. Lastly, a remaining challenge 

lies in developing an independent, transparent, efficient and accountable public 

financial management and procurement system for the operation of these advance 

marketing commitments.  
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D. De-linkage Prize Fund 

The primary goal of this proposal is to “de-link” R&D costs for new 

medicines from drug sale prices using a prize fund. It suggests that the governments 

of rich and poor countries alike create a large prize fund to provide successful 

inventors of new medicines monetary rewards determined through competition(s) to 

be established by the sponsors. In exchange for accepting prizes, pharmaceutical 

inventors forgo their patent rights and allow manufacturing of generic medicines. In 

other words, patent monopolies are replaced by innovation inducement prize 

awards.59 This proposal is similar to the Health Impact Fund in how inventors are 

rewarded – both proposals suggest that inventors be rewarded on the basis of health 

benefits of their inventions. However, it is different from the Health Impact Fund 

because it aims to replace the patent-based rewarding system with a prize fund. This 

proposal may be especially effective in reducing the price of those medicines whose 

development requires substantial investment.60  

Challenges to this proposal are the following: First, it is difficult to get the 

support of drug manufacturers and donors for the creation and operation of such a 

large prize fund. Pharmaceutical inventors may be unwilling to participate in this 

prize fund scheme, which may award only a limited number of prizes to them. If 

inventors agree to participate in this prize fund, they must take the risk of losing not 

only patent rights but also prizes because the number and the amount of prizes are 
                                                             
59 James Love, Delinking R&D Costs from Product Prices (2011), 
http://www.who.int/phi/news/phi_cewg_1stmeet_10_KEI_submission_en.pdf (last visited Aug. 6, 
2014), 
60 James Love & Tim Hubbard, The Big Idea: Prizes to Stimulate R&D for New Medicines, 82 
Chicago-Kent Law Review 1519 (2007). 
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significantly limited. Thus, not all inventors can get these prizes. Donors funding this 

prize fund can be also disinclined to this proposal because they may be worried about 

potential overpayment: as the prize is determined before medicines are completely 

developed, donors take the risk of awarding prizes for avenues of research that never 

reach the market. And without the participation of pharmaceutical inventors and 

donors, this prize fund proposal would not be feasible. Second, this proposal, which 

actually aims to replace patent protection for medicines with the creation of a prize 

fund, presents potential conflicts and incompatibilities with the requirements of the 

TRIPS Agreement, which provides inventors exclusive rights to exploit their 

inventions of any sort. Therefore, this proposal is not an effective solution without the 

revision of Article 27 of the TRIPS Agreement to exclude medicines from patentable 

subject matter, which would be a great political challenge for poor WTO members. 

 

E. Patent Pool  

Patent pool refers to a consortium of at least two companies agreeing to cross-

license patents relating to a particular technology. Creation of a patent pool can 

reduce transaction costs, royalty stacking and hold-ups for patents.61 Patent pooling 

can also promote the sharing and dissemination of technologies by collecting 

royalties from those who want to use patented inventions (such as generic 

manufacturers) and distributing these royalties to patent owners. This patent pooling 

                                                             
61 UNITAID, Proposals for New and Innovative Sources of Funding Medicines Patent Pool (2009), 
http://www.who.int/phi/UNITAID.pdf (last visited Aug. 6, 2014); James Love, Measures to Enhance 
Access to Medical Technologies, and New Methods of Stimulating Medical R&D, 40 U.C. Davis L. 
Rev. 679 (2007), available http://www.keionline.org/blogs/2009/02/19/gsk-patent-pool. 
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idea has met with some practical success: The WHO recommended the examination 

of the feasibility of voluntary patent pools,62 and the Medicines Patent Pool (MPP) 

was created in 2010 with the UNITAID’s financing to increase access to HIV/AIDS 

medicines through a voluntary, public health-oriented licensing of pharmaceutical 

patents for these medicines. Whether the MMP will be successful depends on its 

partnerships with the owners of pharmaceutical patents for these HIV/AIDS 

medicines. Since 2010, 4 out of 9 relevant patent owners have signed up for the 

license agreements with the MPP.63  

This last proposal may face at least two major challenges. First, if particularly 

important or relevant patent owners refuse to participate in the patent pool, it may 

severely limit the effectiveness of this measure to increase access to medicines in 

poor countries. For example, while the National Institutes of Health has donated 

several patents for some HIV/AIDS medicines to the MPP, Johnson & Johnson still 

holds other patents necessary for the production of these medicines, and is not 

participating in the patent pool.64 Therefore, this company may singularly prevent the 

manufacture and distribution of these life-saving medicines despite the participation 

of other patent owners. Second, it is difficult to fund and operate such a massive 

pooling program effectively and meet the various needs for licensing in different 

                                                             
62 See art. 4.3 of Resolution WHA 61.21, Global Strategy and Plan of Action on Public Health, 
Innovation and Intellectual Property, 24 May 2008, available at 
http://www.who.int/gb/ebwha/pdf_files/A61/A61_R21-en.pdf. 
63 See Medicines Patent Pool homepage, Company Engagement, 
http://www.medicinespatentpool.org/licensing/company-engagement/ (US National Health Institute, 
2010; Gilead Sciences, 2011; ViiV Healthcare, 2013; Roche, 2013). 
64 This challenge was illustrated in a recent dispute between the MSF and Johnson & Johnson over the 
latter’s refusal to participate in the patent pool for the treatment of HIV/AIDS. 
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countries with different levels of disease burden. To meet all these different needs, it 

may be necessary to create many patent pools, requiring their own financial and 

administrative resources. Lastly, patent pooling is in itself a complicated and 

intensive process, which requires extensive financial and administrative support, such 

as research of all relevant pending and granted patents, negotiation with patent 

owners and collection and distribution of royalties. The financial and administrative 

resources required to support the operation of multiple patent pools increases 

significantly as the number of patent pools increases.  

The review of current proposals to balance patent protection with access to 

medicines in poor countries shows that each proposal has its own merits and demerits, 

but no single proposal can address the access to medicines problem in poor countries 

perfectly. As well, most proposals need some time until they become fully effective. 

This implies that the governments of poor countries need to take some measures that 

may have prompt effects in increasing access to expensive patented medicines, at 

least in the short term. 

 

IV. Recommending a Broad Use of Compulsory Licensing 

A. Why Should Compulsory Licensing Be Used More Actively and 

Broadly in Poor Countries?  

Compulsory licensing has also been recognized as a useful approach to 

increase access to patented medicines by some scholars and activists. If a developing 

country government issues a compulsory license for the production of a patented 
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drug, generic drug manufacturers are allowed to manufacture and sell the drug by 

law. Being excluded from patent protection, the drug can be produced at relatively 

low cost by generic drug manufacturers65 and thus be available at low cost to those 

who need it in the country. Of course, compulsory licensing is neither a sole nor a 

complete solution to the problem of access to patented medicines in developing 

countries. However, it must be used actively and, if necessary, combined with other 

proposals, to increase access to patented medicines in these countries at least until 

other proposals become fully operational. The effects of compulsory licensing are fast 

and effective, compared to other proposals which take a long time to be fully effective 

due to their respective challenges, as discussed above. 

The de-linkage prize fund, the most radical proposal, would take a long time 

to produce the desired effects of reducing drug prices in developing countries, not 

only because it is difficult to find donors who can support this prize fund, but also 

because the basic concept of this proposal may be conflict with the broad scope of 

patentable subject matter provided in Article 27 of the TRIPS Agreement. 

Accordingly, this prize fund would not be fully effective until medicines are excluded 

from patentable subject matter defined by the TRIPS Agreement. However, amending 

the TRIPS Agreement for this change would be very challenging because any 

amendment that alters the rights and obligations of WTO members requires 

acceptance by two thirds of the WTO members to be effective.66  

                                                             
65 In this case, generic drug manufacturers would only incur the cost of drug production, not such R&D 
costs as brand drug manufacturers do. 
66 See Marrakesh Agreement Establishing the World Trade Organization, Apr. 15, 1994, THE LEGAL 
TEXTS: THE RESULTS OF THE URUGUAY ROUND OF MULTILATERAL TRADE 
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Such a delay in policies taking effect may also occur with relatively moderate 

proposals such as differential pricing and the Health Impact Fund because these 

proposals are based on voluntary participation and the concessions of big 

pharmaceutical companies – which are, by nature, private, profit-oriented companies. 

Persuading all relevant pharmaceutical inventors and companies to participate in 

these proposals is likely to take a long time (if it occurs at all) and this persuasion 

process could make these voluntary proposals less effective. Drug prices for poor 

countries set by the original drug manufacturers’ differential pricing policy are 

typically still higher than those of generic medicines and can be increased anytime by 

the original drug manufacturers, whose primary goal of business is to maximize their 

profits, not to maximize public interests through pseudo-donations. The Health 

Impact Fund may also take a long time to be fully effective due to financial and 

administrative challenges. Creation and operation of this fund can be very costly and 

may take a long time to be fully effective. While this proposal suggests that the cost 

of this fund be shared by rich and poor countries, it will be difficult and take time to 

persuade these countries to fund the operation of the Health Impact Fund sufficiently, 

given that each holds different policy goals and budgets.  

Therefore, it is necessary for developing countries to take some additional 

measures that can have prompt effects and are not voluntary in nature, at least until 

other proposals become fully effective. Compulsory licensing is one of such measures 

that are not voluntary and can have immediate effects as long as generic medicines 

                                                                                                                                                                              
NEGOTIATIONS 4 (1999), 1867 U.N.T.S. 154, 33 I.L.M. 1144 (1994) [hereinafter WTO Agreement], 
art. 10(3). 
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are available (either in other countries or where domestic infrastructure exists to 

produce them). In addition, compulsory licensing is an effective policy option in 

reducing the price of patented medicines in developing countries, as long as these 

governments have the strong political will required to implement them. First, the 

effect of compulsory licensing is prompt because, as reconfirmed in the Doha 

Declaration, there are no legal barriers that prohibit developing countries from 

granting compulsory licenses to increase access to patented medicines. Despite 

several lawsuits filed by multinational pharmaceutical companies, the legality of 

compulsory licensing has been confirmed by the TRIPS Agreement, the Doha 

Declaration and the Paragraph 6 system.67 Compulsory licensing can reduce drug 

prices (which often have been set high through patent monopoly in developing 

countries) effectively by simply depriving patent owners of their monopoly power, 

and by creating free competition in the market. In practice, drug prices determined 

through free competition in the market are lower than drug prices determined 

according to patent owners’ differential pricing policy.68  

 

B. Overall Positive Effects and Growing Interests for Compulsory 

Licensing as a Measure to Increase Access to Patented Medicines in 

                                                             
67 See Paris Convention for the Protection of Industrial Property, Mar. 20, 1888, as revised at the 
Stockholm Revision Conference, Jul. 14, 1967, 21 U.S.T. 1538, T.I.A.S. No. 6903, 828 U.N.T.S. 305 
[hereinafter Paris Convention], art. 5A(2); TRIPS Agreement, art. 31. 
68 See e.g., Essential Action homepage, Clarifications concerning Ecuador’s Declaration on 
Compulsory Licensing, 
http://www.essentialaction.org/access/uploads/EcuadorCLPolicyClarifications.pdf (last visited Aug. 6, 
2014) (“In October 2009, Ecuador’s President Rafael Correa announced a bold new national access to 
medicines policy through decree no. 118, declaring access to medicines for priority public health needs 
a matter of public interest, and establishing procedures for issuing compulsory licenses.”). 
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Developing Countries 

The effects of compulsory licensing are overall positive, although it may have 

both positive and negative effects. The most positive effect of compulsory licensing is 

to reduce the price of licensed medicines significantly by allowing the manufacture or 

import of generic medicines. This alone saves the lives of poor patients who were 

unable to purchase these expensive medicines. For example, in Malaysia, the price of 

an HIV/AIDS medicine made with three substances (which was USD$363 per month 

per patient in 2001) was reduced to USD$115 after compulsory licenses were granted 

by the Malaysian government for two of these substances in 2003.69 That said, the 

main downside of compulsory licensing is to discourage investment in R&D for new 

medicines, the development of which is essential to the protection of the lives and 

health of human beings. However, it is doubtful that compulsory licensing will 

significantly reduce the amount of R&D investment in the pharmaceutical sector 

because investment decisions are complicated and are more likely to be influenced by 

factors more weighty than compulsory licensing in poor countries.70 For example, if a 

substantial product demand is expected to exist in major markets such as the EU, the 

US and Japan, pharmaceutical manufactures will invest their money to develop these 

medicines, regardless of whether some poor countries may grant compulsory licenses 

                                                             
69 The National Board of Trade of Sweden homepage, The WTO Decision on Compulsory Licensing: 
Does It Enable Import of Medicines for Developing Countries with Grave Public Health Problems? 
(2008), http://www.kommers.se/Documents/dokumentarkiv/publikationer/2008/rapporter/report-the-
wto-decision-on-compulsory-licensing.pdf (last visited Aug. 6, 2014). 
70 Frederick M. Scherer, The Political Economy of Patent Policy Reform in the United States, 7 
Colorado Journal on Telecommunications and High Technology Law 167 (2009); William W. Fisher & 
Talha Syed, Global Justice in Healthcare: Developing Drugs for the Developing World, 40 U.C. Davis 
L. Rev. 581 (2007). 
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for them. Pharmaceutical companies do, after all, earn most of their profits from 

developed markets, not from developing markets. Therefore, on a surface level, it is 

safe to assume that most big pharmaceutical companies have not reduced their R&D 

investment despite several compulsory licenses granted for their pharmaceutical 

patents (See Table 17). Altogether, the overall impact of compulsory licensing is to 

increase access to patented medicines in developing countries – an effect that is rather 

more positive than negative. 

While granting and enforcing patent rights has been strengthened in 

developing countries according to the patent protection requirements of the TRIPS 

Agreement, more developing countries have become interested in compulsory 

licensing as a measure to increase access to patented medicines, especially when 

generic versions are available at much lower prices in other countries.71 Why is 

compulsory licensing more attractive to the governments of developing countries than 

other proposals? There may be several reasons for this growing interest. First of all, 

the effect of compulsory licensing on the price of patented medicines is fast and 

effective, provided that cheaper generic medicines are available in other countries.72 

The government of a developing country can reduce the price of a patented medicine 
                                                             
71 See e.g., Clark A.D. Wilson, The TRIPS Agreement: Is It Beneficial to the Developing World, or 
Simply a Tool Used to Protect Pharmaceutical Profits for Developed World Manufacturers?, 10 J. 
Tech. L. & Pol’y 243, 261 (2005) (finding compulsory licensing is essential to combat the spread of 
disease in developing countries). 
72 See e.g., Victoria Kuek et al., Access to medicines and domestic compulsory licensing: learning from 
Canada and Thailand, 6 Glob Public Health 111 (2011) (finding that even in a post-Trade Related 
Aspects of Intellectual Property Rights environment, compulsory licensing remains a powerful policy 
tool in improving access to medicines in a variety of domestic settings); Udo Schuklenk & Richard E. 
Ashcroft, Affordable Access to Essential Medicines in Developing Countries: Conflicts between 
Ethical and Economic Imperatives, 27 The Journal of Medicine and Philosophy179 (2002) (arguing for 
beginning with compulsory licenses to lower existing patented drug prices because they are the most 
effective way to do so). 
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significantly by granting a compulsory license because such a license will allow the 

manufacture or import of generic medicines in that country. Market competition is 

one of the most powerful measures that can reduce drug prices. Second, a real and 

immediate possibility of compulsory licensing can encourage patent owners to reduce 

their drug prices or to operate drug donation programs voluntarily for the residents of 

developing countries because they may want to avoid the compulsory licensing of 

their medicines.73 Lastly, compulsory licensing can be a good policy for the 

governments of developing countries which want to protect their infant industries 

until those industries grow up because compulsory licensing may allow follow-on 

innovations and local manufacturing of generic medicines.74 This strategy has also 

been used by some developed countries, such as Canada. The development of the 

Canadian pharmaceutical industry was accelerated by the Canadian government’s 

extensive use of compulsory licensing before the country signed up for the North 

American Free Trade Agreement (NAFTA). This strategy was also once proposed to 

boost the development of domestic industries (which were premature) in the U.S. It 

was, in fact, specifically proposed to construct laws that would encourage foreign 

owners of U.S. patents (who would want to avoid compulsory licensing) to grant 

domestic manufacturers licenses to manufacture and sell products using their patented 

                                                             
73 John J. Barton, TRIPS and the Global Pharmaceutical Market: Can the Pharmaceutical Industry 
Make Drugs Available to Developing Countries without Compromising Its Research Incentive?, 23 
Health Affairs 146 (2004). 
74 Holger P. Herstermeyer, Canadian-Made Drugs for Rwanda: The First Application of the WTO 
Waiver on Patents and Medicines, 11 ASIL Insights (2007), 
http://www.asil.org/insights/volume/11/issue/28/canadian-made-drugs-rwanda-first-application-wto-
waiver-patents-and (last visited Aug. 6, 2014); James Love, Measures to Enhance Access to Medical 
Technologies and New Methods of Stimulating Medical R& D, 40 U.C. Davis L. Rev. 679 (2007). 



52 
 

inventions to avoid compulsory licensing.75  

Developing countries’ interest in compulsory licensing as a measure to 

increase access to patented medicines has grown rapidly, as disease patterns in rich 

and poor countries converge, as patent protection in developing countries becomes 

stronger, and as infectious disease emergencies increase and become more severe. As 

disease patterns of developed and developing countries are getting similar to each 

other, the chance that the residents of developing countries would need the same 

drugs sold in developed countries under patent protection has increased. However, the 

governments of developing countries have little resources to purchase these 

medicines at high price points under patent monopolies. Under these circumstances, 

compulsory licensing can be a good option for them to increase access to these 

medicines within their limited budget. The need for compulsory licenses will also 

increase as patent protection becomes stronger in developing countries. As developed 

countries try to include stronger intellectual property provisions that cover 

pharmaceutical products (“TRIPS-plus provisions”) in their regional or bilateral free 

trade agreements with developing countries, the governments of these developing 

countries may have nothing but compulsory licensing left to increase access to 

patented medicines. Lastly, increased risk of infectious disease emergencies across 

multiple countries is making both developed and developing countries interested in 

compulsory licensing. Under these public health emergencies, conflicts may occur 

                                                             
75 See e.g., Cole M. Fauver, Compulsory Patent Licensing in the United States: An Idea Whose Time 
Has Come, 8 Northwestern Journal of International Law & Business 666, 685 (1988) (arguing that the 
U.S. patent law should provide for compulsory licensing because it would “encourage the production 
and use of patented goods and increases access to advanced technology.”). 
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even between the governments of developed countries and patent owners because 

they are required to prioritize public health protection over patent protection, as 

illustrated in Canada and the U.S.’s responses to the avian flu outbreak.76 If vaccines 

or medicines are available but are highly-priced and limited in quantity because they 

are patented, then compulsory licensing can be a good measure to reduce the price 

and increase the quantity of these vaccines or medicines to be distributed to citizens.77  

The need for compulsory licensing has especially increased in India, one of 

the greatest global sources of generic medicines. India revised its patent law to grant 

patent rights not only for pharmaceutical manufacturing products but also for 

pharmaceutical processes in order to meet the requirements of the TRIPS regime.78 

Accordingly, Indian generic manufacturers (which produced about 87% of 

antiretroviral purchase volume in the world) could not make generic versions of 

patented medicines without either the approval of patent owners or compulsory 

licenses.79 For example, the early applications for compulsory licenses were filed by 

Natco Pharma Ltd. (Natco), an Indian generic drug manufacturer, to manufacture and 

export (to Nepal) a generic version of Roche’s erlotinib (brand name: Tarceva), which 

                                                             
76 Access to vaccines could also be threatened in the developing world by compliance with TRIPS. See 
Julie Milstien & Miloud Kaddar, Managing the Effect of TRIPS on Availability of Priority Vaccines, 84 
Bulletin of the World Health Organization 360 (2006). 
77 Amanda Mitchell, Tamiflu, the Takings Clause, and Compulsory Licenses: An Exploration of the 
Governments Options for Accessing Medical Patents, 95 California Law Review 535 (2007) 
(recognizing that eminent domain and use of compulsory licensing can potentially help the government 
respond to a pandemic). 
78 Before this revision, India did not allow “product” patents but allowed “process” patents only on 
pharmaceuticals. 
79 Brenda Waning et al., A Lifeline to Treatment: The Role of Indian Generic Manufacturers in 
Supplying Antiretroviral Medicines to Developing Countries, 13 Journal of International AIDS Society 
35 (2010). 
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is used for the treatment of lung cancer.80 Later, the company also applied for a 

compulsory license for Pfizer’s sunitinib malate (brand name: Sutent®), which is used 

for the treatment of kidney cancer.81  

For the reasons discussed above, the need for compulsory licensing has 

grown, and an increasing number of developing countries have become interested in 

compulsory licensing. Since the Doha Declaration, compulsory licenses have been 

granted in several countries, including, but not limited to, Malaysia, Indonesia, 

Thailand and Brazil. In 2003, the Malaysian Ministry of Domestic Trade and 

Consumer Affairs granted a compulsory license (on the grounds of “government 

use”82) to import generic medicines for the treatment of HIV/AIDS (didanosine, 

zidovudine and lamivudine+zidovidine, brand name: Combivir®) from India.83 In 

2004, Indonesia granted compulsory licenses for the domestic production of two 

generic HIV/AIDS drugs (lamivudine and nevirapine), setting the compensation for 

patent owners at 0.5% of the net selling value.84 These licenses remained effective 

until the end of the relevant patent term. Between 2006 and 2007, the Thai 

government granted several compulsory licenses to increase access to medicines for 

                                                             
80 Hafiz Aziz ur Rehman, WTO, Compulsory Export Licenses and Indian Patent Law, 11 Nordic 
Journal of Commercial Law 22 (2011). 
81 Id. 
82 Most compulsory licenses have been issued on the ground for government use since the Doha 
Declaration because in that case, a prior negotiation with patentees is not required by the TRIPS 
Agreement (see TRIPS Agreement, art. 31). Nevertheless, many developing country governments tried 
to negotiate with pharmaceutical companies prior to the issuance of compulsory licenses even though 
they were not required to do so. 
83 MARTIN KHOR, PATENT, COMPULSORY LICENSE AND ACCESS TO MEDICINES: SOME RECENT 
EXPERIENCES 5 (Third World Network 2007), http://www.twnside.org.sg/title2/IPR/pdf/ipr10.pdf (last 
visited Aug. 6, 2014). 
84 James Love, Recent Examples of the Use of Compulsory Licenses on Patents: KEI Research Note 
2007:2 [hereinafter KEI Note], http://www.keionline.org/misc-docs/recent_cls.pdf (last visited Aug. 6, 
2014).  
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the treatment of HIV/AIDS and heart diseases. In 2007, the Brazilian government 

issued a compulsory license to import an antiretroviral medicine (efavirenz) after it 

failed to reduce the price of this medicine through its negotiation with the patent 

owner, Merck & Co.85  

 

C. Challenges to an Active and Broad Use of Compulsory Licensing  

A country granting compulsory licenses may face significant challenges. The 

most common challenge that is asserted against an active and extensive use of 

compulsory licensing is that it will reduce R&D investment for new medicines 

because it deprives patent owners of their exclusive rights to the manufacture and sale 

of medicines made with their patented inventions.86 However, this effect is small 

because, as was previously established, investment decisions of pharmaceutical 

companies are mostly influenced by developed markets, where most of their profits 

are earned. Another argument against the broad use of compulsory licensing is that 

such use may have a negative effect on social welfare because it allows inefficient 

manufacturers to enter the market.87 While it is theoretically possible that compulsory 

licensing will introduce inefficient manufactures to the market, in practice 

compulsory licensing is more likely to increase and help create fair distribution of 

                                                             
85 Ford et al., supra note 52; Knowledge Ecology Institute homepage, Examples of Health-Related 
Compulsory Licenses, http://www.cptech.org/ip/health/cl/recent-examples.html (last visited Aug. 6, 
2014). 
86 Danzon & Towse, supra note 43. See also Alan O. Sykes, TRIPs, Pharmaceuticals, Developing 
Countries, and the Doha Solution, 3 Chi. J. Int’l L. 47, 68 (2002) (“A lack of credible patent rights for 
pharmaceuticals in the developing world may do far more harm in the long run than their absence can 
accomplish in the short run.”). 
87 Richard J. Gilbert & Carl Shapiro, An Economic Analysis of Unilateral Refusals to License 
Intellectual Property, 93 Proc Natl. Acad. Sci. USA 12749 (1996). 
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social welfare. It does this by creating competition in the market, and providing 

small- and mid-sized pharmaceutical companies good business opportunities. 

Providing these business opportunities also is likely to increase social welfare in the 

long run because the society in question can have sources of new medicines. Lastly, a 

broad use of compulsory licensing can be criticized on the grounds that it would 

inequitably distribute of the economic burden of R&D for new medicines by making 

patients in developed countries largely or solely responsible for bearing the economic 

burden of R&D for new medicines, while giving patients in developing countries 

“free (or almost free) rides.”88 This is an ethical question that needs to be reviewed 

from a social justice perspective.  

In practice, one great challenge to a broad use of compulsory licensing by 

developing countries would be the threat of trade retaliations by developed countries. 

The threat of trade retaliation is often of great concern to many developing countries, 

and feeds deeply into their considerations of whether to grant compulsory licenses to 

increase access to medicines. Indeed, the scope of these trade retaliations might not 

be limited to the specific products or industries that are directly affected by the 

compulsory licenses granted by developing countries.89 Developing countries can be 

                                                             
88 Danzon & Towse, supra note 43. 
89 In response to countries being included on the Special 301 Report Watch lists the US Government 
may initiate dispute settlement proceedings at the WTO or other relevant trade agreement, including 
the North American Free Trade Agreement (NAFTA). The US Government can also eliminate tariff 
preferences unilaterally granted, such as the Generalized System of Preferences (GSP). If the US 
investigation concludes that a country has violated a trade agreement, Section 301 of the Trade Act of 
1974 allows the US Government to impose unilateral trade sanctions if the country is not member of 
the WTO or any other trade agreement establishing dispute settlement provisions, such as free trade 
agreements, which are relevant to the alleged violation. Unilateral trade sanctions under section 301 
were imposed on December 20, 2001 on the Ukraine by imposing a prohibitive tariff on metals, 
footwear and other imports because the USTR concluded that the country had failed to enact 
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particularly vulnerable to this type of threat, especially when their domestic industries 

are immature or rely greatly on international trade. The threat of trade retaliations is 

quite real, and developing countries are sometimes made aware that they by issuing 

compulsory licenses they walk a fine political line. For example, after the Thai 

government granted compulsory licenses to increase access to several patented 

medicines in 2007, the United States Trade Representative elevated Thailand to the 

Priority Watch list in its annual Special 301 Report, specifically citing the Thai 

government’s compulsory licensing as evidence of weakening patent rights. The 

European Union Trade Commissioner also sent a letter to the Thai government and 

warned that Thailand should not take further action to force pharmaceutical 

companies to reduce the price of their medicines.  

Another critical challenge is the lack of consensus between developed and 

developing countries on whether compulsory licensing should be used extensively or 

only rarely in developing country settings. The TRIPS Agreement and the Doha 

Declaration have not limited the scope of diseases for which a compulsory license 

could be issued. Nevertheless, developed countries are still trying to limit the use and 

scope of compulsory licensing and to reinforce patent protection for medicines in 

developing countries through so-called “‘TRIPS-plus” provisions which may be 

included in bilateral or regional trade agreements. The lack of consensus on 

compulsory licensing between developed and developing countries may have 

originated from a variety of sources: misunderstandings and confusion on the effect 

                                                                                                                                                                              
legislation to enforce copyright in relation to music Compact Discs (CDs) and the export of these CDs. 
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of compulsory licensing; the lack of reasonable and fair standards or guidance for 

administrative or judicial review of whether a compulsory license should be granted; 

or whether the compulsory license granted by the government or the amount of 

compensation provided to the patent owner is fair and reasonable. 

D. Implications 

As discussed in this chapter, compulsory licensing needs to be used (in 

combination with other reform measures if necessary) more actively and extensively 

to increase access to medicines which have been or will be given monopolistic patent 

protection by developing countries as part of their obligations under in the TRIPS 

Agreement. Compulsory licensing is a fast and effective remedy for limited medicine 

access in poor countries, and should be better understood and utilized – again, at least 

until other proposals become fully effective.90 To help developing countries minimize 

the negative effects of granting patent rights for medicines and to use compulsory 

licensing more actively and extensively, it is necessary to dispel the 

misunderstandings and confusion over the relationship between compulsory licensing 

and other factors such as innovation, export, disease burden and foreign direct 

investment. It is also essential to review which factors should be considered by 

government agencies or courts when deciding on whether to grant a compulsory 

license or whether the compulsory license granted is fair and legal, as well as 

reasonable ways of determining the amount of “adequate remuneration” for the use of 
                                                             
90 Compulsory licensing should be accompanied by other reform measures to achieve a better balance 
between the needs of innovation and the supply of new and existing medicines. Such measures may 
include not only the proposals discussed in this chapter but also other ideas, as suggested by Barton, 
raising the standards of patentability, freeing research, and controlling invalid patents. See John H. 
Barton, Reforming the Patent System, 287 Science 1933 (2000). 
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a patented invention upon the use of compulsory licensing. These matters will be 

discussed in-turn over the following chapters.  
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CHAPTER 3: LESSONS FROM COMPULSORY LICENSING CASES 

 

One of the critical challenges to a broad use of compulsory licensing in 

developing countries is that these countries have little (and often conflicting) 

information on how their compulsory licensing may influence or be influenced by 

their economic and technical development. For example, some people argue that a 

country granting a compulsory license will experience decreases in export, foreign 

investment and innovative activities, while others argue that a country’s compulsory 

licensing is unrelated to economic and technical development in that country. This 

insufficient and conflicting information on compulsory licensing easily leads to 

confusion when developing countries have to make decisions about whether to grant a 

compulsory license to increase access to a particular medicine that is under patent 

protection. To address this lack of information, and to help developing countries make 

better-informed decisions on compulsory licensing, this chapter embarks upon the 

following tasks: first, a review of the controversy over the negative effects of 

compulsory licensing. Second, a comparison of two compulsory licensing cases, each 

leading to different government decisions, in Thailand and South Korea. Third, this 

chapter conducts a more comprehensive overview of compulsory licensing cases in 

193 countries. Finally, I discuss the results of a statistical analysis of data for these 

cases. Based on the results, I argue that a developing country’s compulsory licensing 

to increase access to medicines has virtually no relationship with innovative activities, 

exports or foreign direct investment in the country. 
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I. Controversy over the Negative Effects of Compulsory Licensing 

Some people emphasize the potential negative effects of compulsory licensing 

when it is considered by developing countries. They argue that compulsory licensing 

may have significant negative effects upon innovation, foreign direct investment and 

in particular, technical development through transfers of technology. They believe 

that, in the pharmaceutical industry, a majority of innovation that exists would not 

have been developed or come available without patent protection for medicines; and 

therefore, compulsory licensing to increase access to patented medicines will have 

negative effects on pharmaceutical innovation by discouraging investment in R&D 

for new medicines.91 Among the empirical studies supporting this argument were the 

Mansfield’s studies on the relationship between patent protection and innovation.92 

Others argued that developing countries’ use of compulsory licensing may reduce the 

amount of foreign direct investment in these countries because foreign investors 

typically prefer investment markets where patent rights are offered strong 
                                                             
91 See e.g., Alan M. Fisch, Compulsory Licensing of Pharmaceutical Patents: An Unreasonable 
Solution to an Unfortunate Problem, 34 Jurimetrics J. 295, 313 (1994); Richard P. Rozek, The effects 
of Compulsory Licensing on Innovation and Access to Health Care, 3 The Journal of World Intellectual 
Property 889, 890 (2005). 
92 Edwin Mansfield, Patents and Innovation: An Empirical Study, 32 Management Science 178 (1986). 
See also Edwin Mansfield, Intellectual property Protection, Foreign Direct Investment, and 
Technology Transfer, Int’l Fin. Corp. Discussion Paper No. 19 (1994), http://www-
wds.worldbank.org/servlet/WDSContentServer/WDSP/IB/1994/02/01/000009265_3970311123634/Re
ndered/PDF/multi_page.pdf (last visited Aug. 6, 2014); Peter Yu, Piracy, Prejudice, and Perspectives: 
An Attempt to Use Shakespeare to Reconfigure the U.S.-China Intellectual Property Debated, 19 B.U. 
Int’l L.J. 1, 63 (2001); Horacio Teran, Intellectual Property Protection and Offshore Software 
Development: An Analysis of the U.S. Software Industry, 2 Minn. Intell. Prop. Rev. 1, 1-2 (2001); 
Rober M. Sherwood, Global Prospects for the Role of Intellectual Property in Technology Transfer, 42 
IDEA 27, 27 (2002). See also Paul J. Heald, Misreading a Canonical Work: An Analysis of Mansfield’s 
1994 Study, 10 J. Intell. Prop. L. 309, 318 (2003) (arguing that Mansfiled’s research should not be 
regarded as canonical evidence that maximum enforcement of all sorts of intellectual property law – 
and especially patent law – will stimulate foreign direct investment but it only supports that American 
firms with significant disclosure worries are influenced by the level of enforcement trade secrecy and 
contract law in making foreign direct investment decisions). 
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protections.93 Patents are, after all, good for business (profits). It is also argued that 

that compulsory licensing (which makes patent protection weak) may have a negative 

impact on the transfer of technology from developed countries to developing 

countries.94 Most developed countries also seem to agree that strong patent protection 

is an essential precondition to the transfer of their technology to developing 

countries.95  

On the other hand, those who support the use of compulsory licensing in 

developing countries to increase access to patented medicines argue that compulsory 

licensing will not cause significant damages on innovation, foreign direct investment 

or transfers of technology. These people argue that investment decisions for 

pharmaceutical innovations are not influenced by whether a developing country 

grants a compulsory license, but instead is influenced by other factors, such as tax 

benefits, market demands in large markets (such the EU and the U.S.), and the effects 

of technology spillover.96 They also argue that compulsory licensing would foster – 

rather than harm – innovation, economic and technical development in developing 

                                                             
93 Rober Bird & Daniel R. Cahoy, The Impact of Compulsory Licensing on Foreign Direct Investment: 
A Collective Bargaining Approach, 45 American Business Law Journal 283 (2008). 
94 Id. 
95 Frederick M. Abbott & Jerome H. Reichman, The Doha Round’s Public Health Legacy: Strategies 
for the Production and Diffusion of Patented Medicines under the Amended TRIPS Provisions, 10 
Journal of International Economic Law 921, 986 (2007). 
96 Scherer & Watal, supra note 45; Fisher & Syed, supra note 71. Among developed countries, the 
consumer demand in the U.S. may have the greatest impact on the global R&D investment. See 
Abdulkadir Civan & Michael T. Maloney, The Determinants of Pharmaceutical Research and 
Development Investment, 5 Contributions to Economic Analyses & Policy (2006), 
http://www.fatih.edu.tr/~kcivan/research/drug-r-d-final.pdf (last visited Aug. 6, 2014) (finding 
economic loss caused by disease, as measured by mortality, in the United States alone, not in 
elsewhere, motivates pharmaceutical research and development investments). 
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countries in the long run by encouraging the dissemination of technical information.97 

The arguments are supported by some empirical studies. Scherer’s study on anti-trust 

compulsory licensing found no significant difference in R&D spending between those 

companies which experienced compulsory licensing and those which did not.98 In 

Canada, compulsory licensing was found not to have harmed innovation significantly 

from 1969 to 1983, during which time, on average, almost 20 compulsory licenses 

were granted by the Canadian government every year.99 In addition, based on the 

review of six compulsory licensing cases for drug patents granted in the 1980s and 

1990s, an empirical study found no consistent decline in innovative activities by the 

companies affected by those compulsory licenses, and found little evidence of a 

negative impact on innovation.100 A report of the United Nations Conference on Trade 

and Development (UNCTAD) found that R&D expenditures were not related to the 

level of patent protection in developing countries because R&D expenditures were 

largely recovered by their profits from developed markets.101 

One thing that we may learn from these conflicting arguments and evidence 

on the negative effects of compulsory licensing is that compulsory licensing may 

                                                             
97 Joseph E. Stiglitz, Economic Foundations of Intellectual Property Rights, 57 Duke Law Journal 
1693 (2008); Fisher & Syed, supra note 71; Opderbeck, supra note 48. 
98 FREDERIC. M. SCHERER, THE ECONOMIC EFFECTS OF COMPULSORY PATENT LICENSING 47, 75 (New 
York University 1977) (calculated the ratio of each company’s R&D expenditures to its sales for the 
year 1975, compared ratios between companies that had been subject to significant antitrust 
compulsory licensing decrees and those that had not, and found no significant indication that 
companies subjected to compulsory licensing spent less R&D expenditures than other firms of similar 
size in their industry that had no experience of compulsory licensing).  
99 Colleen Chien, Cheap Drugs at What Price to Innovation: Does the Compulsory Licensing of 
Pharmaceuticals Hurt Innovation?, 18 Berkeley Tech. L. J. 853, 876 (2003). 
100 Id. 
101 UNITED NATIONS CONFERENCE ON TRADE AND DEVELOPMENT [hereinafter UNCTAD], TRADE AND 
DEVELOPMENT REPORT, 1991, at 192, UNCTAD/TDR/11 (United Nations 1991), available at 
http://unctad.org/en/PublicationsLibrary/tdr11_en.pdf.  
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have different effects on the economy and technical development of different 

countries. Therefore, whether compulsory licensing should be used aggressively or 

minimally in a country must be determined on the basis of its economic and technical 

circumstances. In the pharmaceutical industry, for example, the compulsory licenses 

granted (frequently) between 1969 and 1983 in Canada do not seem to have had any 

negative effects on pharmaceutical innovation, whether inside or outside of Canada. 

This was because Canada has a relatively small market for medicines (compared to 

other big markets such as the EU, the U.S. and Japan).102 The smaller the market for a 

patented drug, the less negative the effects that compulsory licensing bears. An 

empirical study found that patent protection actually has a positive relationship with 

the rate of economic growth in rich countries, but not with the rate of economic 

growth in poor countries.103 A similar study also found the impact of the strength of 

patent protection may be different between developing and developed countries: 

based on the results of a data analysis, this study concluded that “for developing 

economies, patent strength negatively affects domestic patent filings and 

insignificantly affects R&D and foreign patent filings, while for developed 

economies, patent strength positively affects R&D and domestic patent filings, and 

negatively affects foreign patent filings, after some critical level of patent protection 

is reached.”104 

The studies cited by these conflicting arguments on the negative effects of 
                                                             
102 Chien, supra note 100, at 877. 
103 Mark A. Thompson & Francis W. Rushing, An Empirical Analysis of the Impact of Patent 
Protection on Economic Growth: An Extension, 24 Journal of Economic Development 67 (1999). 
104 Brent B. Allred & Walter G. Park, Patent Rights and Innovative Activity: Evidence from National 
and Firm-Level Data, 38 Journal of International Business Studies 878 (2007). 
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compulsory licensing are often based on only a limited number of cases, and 

somewhat outdated. With these limited study results, it is difficult for developing 

countries to make reasonable and informed decisions on whether they should grant 

compulsory licenses to increase access to medicines. To address this issue, this 

chapter will go through a comprehensive review of compulsory licensing cases using 

three different approaches:  

(i) a comparison of compulsory licensing cases with different results; 

(ii) an overview of compulsory licensing cases in 193 countries;  

(iii) a statistical analysis using logistic regression models, utilizing the data 

surrounding compulsory licensing cases in these countries.  

 

II. Compulsory Licensing Cases That Ended Up with Different 

Decisions – Example of Thailand and South Korea 

Both Thailand and South Korea are located in Asia and share some cultural 

values. However, they have shown different attitudes about how compulsory 

licensing should be used to increase access to medicines: while the Thai government 

has used compulsory licensing actively – granting several compulsory licenses – the 

South Korean government rejected two applications for compulsory licenses filed by 

activists and patients. These differing attitudes toward compulsory licensing shows 

that these governments have different political wills and priorities, and that there can 

be many factors that may influence compulsory licensing decisions. This section aims 

to identify and discuss what these influential factors are, and how they may be related 
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to compulsory licensing decisions by governments. This is accomplished through a 

review of compulsory licensing cases in Thailand and South Korea and by discussing 

possible influential factors to those decisions (such as socio-economic indicators, 

burden of diseases, availability of similar medicines, health care system, the 

pharmaceutical industry and domestic laws governing compulsory licensing). The 

reference materials and data for this review were primarily obtained from the 

publications of the World Development Indicators (WDI),105 the WHO Statistical 

Information System (WHOSIS), the National Statistical Office of Thailand,106 and 

other publications by scholars, government agencies and courts. As the several 

compulsory licenses granted by the Thai government between 2006 and 2008 had a 

common background and history, this section reviews the case history of only one 

representative reference of these compulsory licenses, which was granted for the 

production of a generic medicine (efavirenz) for the treatment of HIV/AIDS.  

 

A. Compulsory Licenses Actually Granted by the Thai Government 

1. History of the Fight against HIV/AIDS in Thailand 

Thailand has a long history of fighting HIV/AIDS. The Thai government had 

focused on preventing the spread of infections until it began to subsidize a 

zidovudine-based antiretroviral treatment program for a small number of people 

                                                             
105 WORLD BANK, WORLD DEVELOPMENT INDICATORS, http://data.worldbank.org/data-catalog/world-
development-indicators (last visited Aug. 6, 2014) [hereinafter WDI Database]. 
106 The National Statistical Office of Thailand homepage, Statistical Data, http://web.nso.go.th/stat.htm 
(last visited Aug. 6, 2014). 
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living with HIV/AIDS in 1992.107 However, this antiretroviral therapy proved to be 

ineffective, as the virus tended to mutate and became resistant to zidovudine rapidly. 

To address this drug resistance problem, the Thai government switched to other 

therapies and different antiretroviral medicines in 1995. In 2000, the Thai Ministry of 

Public Health launched a pilot program to evaluate the feasibility of administering 

free antiretroviral treatments as the need for antiretroviral treatments increased.108 

Later, this pilot program was developed into the National Access to Antiretroviral 

Program for People Living with HIV/AIDS (NAPHA), which provided free 

antiretroviral medicines to select patients through public hospitals.109 In 2005, the 

Thai government finally could include antiretroviral treatments in its national health 

insurance system, which was often referred to as the “30-baht system.”110 This was a 

huge success in the efforts to increase access to HIV/AIDS medicines in Thailand, 

and it was possible because the Governmental Pharmaceutical Organization (GPO) 

could manufacture a first-line antiretroviral drug (GPO-VIR) – which was a generic 

fixed-dose combination of stavudine, lamivudine and nevirapine – at a minimal 

cost.111  

                                                             
107 Zidovudine (AZT, also called ZDV) was one of the first generation antiretroviral drugs which 
inhibits the enzyme that HIV uses to synthesize DNA, and thus prevents viral DNA from forming. Its 
brand name is Retrovir®.  
108 Jakkrit Kuanpoth et al., Public Health at Risk: a US Free Trade Agreement Could Threaten Access 
to Medicines in Thailand, Oxfam Briefing Paper No.86 (2006), http://policy-
practice.oxfamamerica.org/static/oa4/public-health-at-risk.pdf (last visited Aug. 6, 2014). 
109 Id., at 9. 
110 This name was originated from the fact that the NAPHA provided Thais with basic health insurance 
service only for a fee of 30 bahts (under $1 US dollar) per visit to a clinic.  
111 The GPO is a national enterprise under the supervision of the Thai Ministry of Public Health. 
Stavudine (d4T) is a type of antiretroviral drug which blocks HIV reverse transcriptase, an HIV 
enzyme. This drug prevents HIV from replicating and lowers the amount of HIV in the blood. Its brand 
name is Zerit. Lamivudine (3TC) is a type of antiretroviral drug which blocks HIV reverse 
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The Thai government did not consider granting compulsory licenses for the 

production of this antiretroviral therapy because the three antiretroviral drugs used for 

this therapy were not patented in Thailand.112  

 

2. Compulsory Licensing to Increase Access to HIV/AIDS 

Medicines 

The first compulsory license in Thailand was granted for an antiretroviral 

medicine (generic name: efavirenz, brand name: Stocrin®)113 in 2006. The 

compulsory license granted for efavirenz was directly influenced by the drug 

resistance problem of GPO-VIR. While the production of GPO-VIR helped the Thai 

government include antiretroviral treatments into its national health insurance 

program coverage, some HIV/AIDS patients who took GPO-VIR developed drug 

resistance problems.114 Accordingly, these patients needed other antiretroviral 

medicines, and among those medicines was efavirenz.115 Efavirenz started to be 

                                                                                                                                                                              
transcriptase, and HIV enzyme. This drug also prevents HIV from replicating and lowers the amount 
of HIV in the blood. Its brand name is Epivir®. See Sasisopin Kiertiburan et al., Efficacy of a Generic 
Fixed Dose Combination of Stavudine, Lamivudine and Nevirapine (GPO-VIR) in Thai HIV-Infected 
Patients, 90 J Med Assoc Thai 237 (2007), available at 
http://www.mat.or.th/journal/files/Vol90_No.2_237_3130.pdf. 
112 See Kuanpoth et al. supra note 109, at 10. Nevirapine is a type of antiretroviral drug which binds to 
and block HIV reverse transcriptase, an HIV enzyme. This drug also prevents HIV from replicating 
and lowers the amount of HIV in the blood. 
113 Efavirenz (brand name: Stocrin®) is an antiretroviral drug for the treatment of a HIV type 1. This 
drug is marketed by Bristol-Myers Squibb (BMS) as Sustiva in the U.S., by Merck, Inc. as Stocrin in 
EU and by Aspen Pharmacare as Aspen Efavirenz in Sub-Saharan Africa.  
114 In 2006, GPO-VIR cost 1,200 bahts ($31 US dollars) per patient per month, compared to 18,620 
bahts ($90 US dollars) per patient per month for imported, brand-name drugs. 
115 See Efavirenz is a type of antiretroviral drug which binds to and blocks HIV reverse transcriptase, 
an HIV enzyme. This drug prevents HIV from replicating and lowers the amount of HIV in the blood. 
Its brand name is Sustiva® (or Stocrin®). Efavirenz was originally developed by Dupont Pharma and 
has been marketed by BMS and Merck. See MSF, Untangling the Web of Antiretroviral Price 
Reduction. 
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exclusively marketed by Merck (a pharmaceutical company) in 2001 in Thailand.116 

This antiretroviral medicine was believed to be effective and safe as a second-line 

antiretroviral treatment for those who developed a resistance to GPO-VIR. It was also 

considered a safer drug for patients’ livers than GPO-VIR – which included 

nevirapine, a possible cause of severe liver toxicity.117 However, the price of this 

medicine was more than twice the price of the widely used fixed-dose combination 

(stavudine, lamivudine and nevirapine). 

Despite such increasing need for efavirenz, the Thai government still hesitated 

to take policy measures to address this problem because its budget was very limited. 

Meanwhile, civil efforts were made to increase access to efavirenz in Thailand, and 

Merck decided to reduce the price of efavirenz to 1,400 bahts (approximately $37 

USD in 2006) per patient per month. However, this price was still too expensive and 

unaffordable for most Thai patients. Under these circumstances, the most viable 

option for the Thai government to include efavirenz into the national health insurance 

coverage was to grant a compulsory license for this medicine, and to import its cheap 

generic versions from other countries such as India. Finally, the Thai government 

granted a compulsory license to allow the import and domestic production of a 

                                                             
116 See Kuanpoth et al., supra note 109, at 10. 
117 Antonio Rivero et al., Liver Toxicity Induced by Non-Nucleoside Reverse Transcriptase Inhibitors, 
59 J. Antimicrob. Chemother. 342 (2007). For more information on efavirenz, see Robert Steinbrook, 
Thailand and the Compulsory Licensing of Efavirenz, 356 N. Engl. J. Med. 544 (2007); Greg L. 
Plosker et al., Efavirenz: A Pharmacoeconomic Review of its Use in HIV Infection, 19 
Pharmacoeconomics 421 (2001) (finding that “the efavirenz-based regimen has both a cost and 
survival advantage over the indinavir-based regimen and therefore the dominant treatment strategy.”); 
J. Jaime Caro et al., Economic Analysis of Initial HIV Treatment: Efavirenz- versus Indinavir-
Containing Triple Therapy, 19 Pharmacoeconomics 95 (2001) (finding “the economic and health 
benefits predicted for the efavirenz-containing regimen were robust to reasonable variation in key 
parameters.”). 
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generic version of efavirenz in 2006. Based on this compulsory license, the GPO 

imported efavirenz from India (where this medicine was not patented) and prepared to 

manufacture this medicine domestically after a period of time.118 After this 

compulsory license was granted for efavirenz, the Thai government granted several 

compulsory licenses between 2006 and 2008 to increase access to antiretroviral, 

cardiovascular and cancer treatments, such as lopinavir/ritonavir (trade name: 

Kaletra®),119 clopidogrel (trade name: Plavix®), imatinib (trade name: Gleevec®) 

docetaxel (trade name: Taxotere®), erlotinib (trade name: Tarceva®) and letrozole 

(trade name: Femara®).120 

 

3. Impact of Compulsory Licenses Granted by the Thai 

Government  

a. Increased Access to Antiretroviral Treatments and Health 

Benefits 

Compulsory licensing increased access to efavirenz not only by allowing the 

                                                             
118 See Steinbrook, supra note 118. 
119 Lopinavir/ritonavir (brand name: Kaletra®) is a fixed dose combination drug for the treatment of 
HIV/AIDS. This combination is marketed by Abbott Laboratories as Kaletra® and Aluvia®. 
120 Clopidogrel (brand name: Plavix®) is a drug used to prevent blood clots that can occur with certain 
heart or blood vessel conditions. This medicine is patented, manufactured and sold by Sanofi-Aventis 
and BMS. Imatinib (brand name: Gleevec®) is a drug for the treatment of chronic myelogenous 
leukemia (CML) and other cancers. This drug is marketed by Novartis as Gleevec or Glivec. Docetaxel 
(brand name: Taxotere®) is a drug for the treatment of breast, ovarian, prostate, and non-small cell lung 
cancer. This drug is marketed by Sanofi-Aventis. Erlotinib (brand name: Tarceva®) is a drug for the 
treatment of non-small cell lung cancer, pancreatic cancer and several other types of cancer. This drug 
is marketed by Roche, Genentech and OSI Pharmaceuticals. Letrozole (brand name: Femara®) is a 
drug for the treatment of breast cancer which reduces the amount of estrogen produced in the bodies of 
postmenopausal women. This drug is marketed by Novartis AG. See Table 1 at 229 in Kristina M. 
Lybecker & Elisabeth Fowler, Compulsory Licensing in Canada and Thailand: Comparing Regimes to 
Ensure Legitimate Use of WTO Rules, 37 J. Law. Med. Ethics 222, 229 (2009). 
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production and import of cheap generic medicines but also by encouraging the 

original drug manufacturer (Merck) to reduce the price of efavirenz. As a result of 

compulsory licensing, generic efavirenz became available to Thai HIV/AIDS patients 

at half the price of original efavirenz through the national health insurance program 

operated by the Thai government, and Merck reduced the sale price of original 

efavirenz to 767 baht (about $23) per patient per month.121 This reduction in drug 

prices – which was facilitated by the compulsory licenses granted for patented 

antiretroviral medicines (efavirenz and lopinavir/ritonavir) – brought significant 

health benefits to Thai patients. Most notably, it dramatically increased the number of 

people receiving these antiretroviral treatments in Thailand. The estimated number 

and the proportion of Thai patients receiving antiretroviral therapy had previously 

increased steadily, but the increase became remarkable after compulsory licenses 

were granted for these antiretroviral medicines between 2006 and 2008.122 As an 

illustration: In 2008, the number of HIV/AIDS patients receiving efavirenz in the 

public sector was 20,000, which would have been only 5,000 if the generic efavirenz 

had not been available through compulsory licensing.123 A study by the National 

Health Security Office of Thailand (a government entity managing the operation of 

                                                             
121 Henry J. Kaiser Family Foundation, Merck Offers to Reduce Price of Antiretroviral Efavirenz in 
Thailand, Provide No-Cost Efavirenz, Testing, Treatment Access to Children, The Body: The Complete 
HIV/AIDS Resource homepage, June 5, 2007, www.thebody.com/content/art41272.html (last visited 
Aug. 6, 2014). 
122 UNAIDS/WHO/UNICEF, EPIDEMIOLOGICAL FACT SHEET ON HIV AND AIDS: CORE DATA ON 
EPIDEMIOLOGY AND RESPONSE, 2008 UPDATE (2008), 
http://www.who.int/hiv/pub/epidemiology/pubfacts/en (last visited Aug. 6, 2014) [hereinafter 
HIV/AIDS Fact Sheet].  
123 Mongkol Na Songkhla, Health before Profits? Learning from Thailand’s Experience, 373 The 
Lancet 441 (2009). Likewise, with compulsory licensing, access was better for the lopinavir-ritonavir 
combination, from less than 200 to around 3,000 cases. 
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the national health care system) reported that an additional 20,000 people living with 

HIV/AIDS were expected to receive an antiretroviral treatment using efavirenz after 

the issuance of compulsory licenses between 2006 and 2008.124 As the coverage of 

antiretroviral treatments increased through compulsory licensing, the number of 

AIDS-related deaths also decreased significantly in Thailand.125 

 

b. Little Impact on the Business of the Patent Owner 

 Thailand’s compulsory licensing for efavirenz did not seem to cause serious 

economic loss to either Bristol-Myers Squibb (BMS) or Merck, which owned patent 

rights over this medicine and marketed it in the name of Sustiva® or Stocrin®.126 

Despite the Thai government’s compulsory license granted for efavirenz in 2006 (one 

of the main products of BMS and Merck), the global sales and profits of these 

companies actually increased between 2003 and 2010. Compulsory licensing for 

efavirenz in Thailand seemed to have little to no negative impact on the business of 

these pharmaceutical companies because the Thai market was relatively small 

compared to other large markets such as the EU and the US. 

 

c. Threats of Trade Retaliations, but Little Actual Impact on Trade 

Thailand’s compulsory licensing was welcomed by international human rights 

                                                             
124 MINISTRY OF PUBLIC HEALTH & THE NATIONAL HEALTH SECURITY OFFICE OF THAILAND, Facts and 
EVIDENCES ON THE 10 BURNING ISSUES RELATED TO THE GOVERNMENT USE OF PATENTS ON THREE 
PATENTED ESSENTIAL DRUGS IN THAILAND (Vichai Chokevivat ed., Sangsue Co., Ltd. 2007), 
http://www.moph.go.th/hot/White%20Paper%20CL-EN.pdf (last visited Aug. 6, 2014). 
125 HIV/AIDS Fact Sheet. 
126 Both companies share the ownership of patent rights over efavirenz.  
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groups but criticized by multinational pharmaceutical companies and developed 

countries. Some developed countries actually threatened trade retaliations simply 

because the Thai government granted compulsory licenses to increase access to 

patented medicines. In 2007, for example, the Office of United Stated Trade 

Representative (USTR) put Thailand on its “Priority Watch List” on the grounds that 

the Thai government’s compulsory licensing indicated a weakness in intellectual 

property protection in Thailand.127 If a country is on the Priority Watch List, the 

USTR judges it as having serious intellectual property rights deficiencies that require 

increased attention.128 The European Commission, an entity which makes rules and 

regulations for the EU and represents the EU in trade negotiations,129 also urged the 

Thai government to reconsider their intent to grant compulsory licenses actively and 

frequently because they viewed compulsory licensing as a last-resort measure to 

increase access to medicines.130 When the Thai government was about to grant 

another compulsory license allowing the manufacture of a generic antiretroviral 

combination drug using lopinavir/ritonavir (trade name: Kaletra®), Switzerland 

(where Novartis, a large pharmaceutical company which owned patent rights over this 

medicine, is headquartered) also urged the access to this antiretroviral drug in 
                                                             
127 OFFICE OF UNITED STATES TRADE REPRESENTATIVE, 2007 SPECIAL 301 REPORT 27 (2007), available 
at http://www.ustr.gov/about-us/press-office/reports-and-publications/archives/2007/2007-special-301-
report. The Special 301 Report prepared annually by the Office of the United States Trade identifies a 
list of “Priority Foreign Countries,” those countries judged to have inadequate intellectual property 
protection. These countries may be subject to sanctions. This report contains a “Priority Watch List,” 
containing countries whose intellectual property laws are of concern. 
128 Id. 
129 See Consolidated Versions of the Treaty on European Union and of the Treaty Establishing the 
European Community (2002), 2002 O.J. (C 325) 1 [hereinafter Treaty on European Union], art. 17. 
130 European Commissioner for Trade, Compulsory Licensing of Pharmaceutical Patents in Thailand, 
Jul. 10, 2007, http://www.actupparis.org/IMG/pdf/Letter_from_Mandelson_to_Thailand.pdf (last 
visited Aug. 6, 2014). 
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Thailand to be resolved by mutual negotiations between the Thai government and 

Novartis, not by the government’s compulsory licensing. 

However, it is unclear whether these threats by developed countries of trade 

retaliations actually had an influence on the trade between Thailand and these 

developed countries. In practice, these threats seemed to end without developing into 

real trade retaliations because of strong criticism from many human rights activists 

and other developing countries.131 Thailand’s level of export did decrease after the 

country’s rounds of compulsory licensing between 2006 and 2008. However, it is 

unclear whether this decrease was caused by real trade retaliations by developed 

countries: many other developing countries without any experience of compulsory 

licensing also went through similar economic difficulties during the same period due 

to the global financial crisis.  

 

d. Little Impact on Foreign Direct Investment  

One of the alleged negative effects of compulsory licensing is that a 

developing country’s use of compulsory licensing may damage the country’s 

reputation as an investment environment, which can reduce foreign direct investment 

in the country.132 However, this was not the case for Thailand. Although the net 

                                                             
131 See e.g., Brook Baker et al., Letter to Thailand’s Prime Minister of Thailand and Minister of Public 
Health, Feb. 19, 2008, http://www.aidslaw.ca/publications/interfaces/downloadFile.php?ref=1290 (last 
visited Aug. 6, 2014). 
132 See e.g., Stephanie Skees, Thai-ing Up the TRIPS Agreement: Are Compulsory Licensees the 
Answer to Thailand’s AIDS Epidemic?, 19 Pace Int’l L. Rev. 233, 237 (“Thailand’s latest policies will 
garner public favor but the government has obviously not considered the long term consequences that 
will ultimately harm its citizens and its relationship with foreign investors, a relationship which was 
partly based on Thailand’s past respect for patents.”). 
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inflow of foreign direct investment decreased in Thailand during the period of 

compulsory licensing between 2007 and 2009, compulsory licensing does not seem to 

have been the main cause of this decrease. Again, many other developing countries at 

similar national income levels or in the same region experienced decreases in foreign 

direct investment because of the global economic crisis during this period (Table 14). 

Even if negative effects on foreign direct investment from compulsory licensing in 

developing countries did exist, they are unlikely to be significant because investment 

decisions for developing markets are usually influenced by other important factors, 

such as the financial abilities of investors, the availability of things like labor and raw 

materials, and tax regulations for foreigners. 

 

e. Quality of Generic Medicines Provided Under Compulsory 

Licensing 

Some people were concerned that that compulsory licensing could bring low-

quality generic medicines into the Thai market and, as a result, patients would receive 

low-quality treatments. Citing the quality problem of GPO-VIR, these people also 

warned that low quality generic HIV/AIDS medicines could increase the prevalence 

of drug resistance again in Thailand.133 However, most generic medicines provided to 

Thai patients upon compulsory licensing were produced by Indian manufacturers with 

high standards, skills and manufacturing facilities, which were scrutinized by the Thai 
                                                             
133 See e.g., Kristina M. Lybecker & Elisabeth Fowler, Compulsory Licensing in Canada and Thailand: 
Comparing Regimes to Ensure Legitimate Use of the WTO Rules, 37 The Journal of Law, Medicine & 
Ethics 222, 236 (2009) (citing a 2005 investigation by Thailand’s Mahidol University, which found 
“GPO-VIR, a generic HIV/AIDS drug manufactured by GPO, had between 39.6% and 58% resistance 
in the 300 patients investigated”). 
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government for whether they met the manufacturing standards and regulations 

required by Thai health laws.  

Generic medicines are different from counterfeit medicines in terms of their 

drug quality. Generic medicines, by definition, refer to medicines of the same quality 

as brand-name medicines, even though their actual quality may vary depending on by 

whom and in which plants they were manufactured. Generic medicines do go through 

drug safety and quality inspections required by governmental regulations for their 

marketing. Counterfeit medicines, on the other hand, are sold in the market without 

being inspected by a government entity, such as the Food and Drug Administration 

(FDA).134 In terms of drug safety and quality, both brand-name and generic medicines 

must have the same active ingredients, route of administration, dosage form, strength 

and conditions of use.  

Therefore, if the generic medicines imported from India turned out to be low 

quality products, the criticism should be directed to the Thai government’s poor 

manufacturing standards, regulations and inspections for drug marketing, not to 

compulsory licensing itself. The concerns of safety and quality of generic medicines 

should not be interpreted as a reason for discouraging developing countries from 

granting compulsory licenses, but instead push the WTO towards creating a system to 

provide developing countries granting compulsory licenses with technical supports 

                                                             
134 WHO defined a counterfeit medicine as follows: “А counterfeit medicine is one which is 
deliberately and fraudulently mislabeled with respect to identity and/or source. Counterfeiting can 
apply to both branded and generic products and counterfeit products may include products with the 
correct ingredients or with the wrong ingredients, without active ingredients, with insufficient active 
ingredients or with fake packaging.” See WHO, General Information on Counterfeit Medicines, 
http://www.who.int/medicines/services/counterfeit/overview/en/ (last visited Aug. 6, 2014). 
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for their drug safety and quality inspections. 

 

B. Compulsory Licensing Applications Rejected by the Korean 

Government 

1. Supporting Access to Medicines through Price Control for 

Medicines 

In South Korea, access to medicines is primarily supported and guaranteed by 

the Korean government’s operation of a universal health insurance program and its 

price control for medicines included into the insurance coverage. This universal 

health insurance program originated from the mandatory social health insurance 

program developed by the Korean government for industrial workers in large 

companies in 1977. The scope of this mandatory health insurance program was 

extended incrementally to include employees of small companies, self-employed 

individuals and finally the entire Korean population in 1989.135 Although the 

population coverage of this program expanded rapidly, the benefit coverage is still 

limited due to the limited budget to support this program. 136 This entire-population 

but limited-benefit coverage strategy was a compromise chosen by the Korean 

government to increase the population coverage of this low-premium health 

insurance. Given these constraints, further increases in the benefit coverage require 

                                                             
135 Soonman Kwon, Thirty Years of National Health Insurance in South Korea: Lessons for Achieving 
Universal Health Care Coverage, 24 Health Policy and Planning 63 (2009). 
136 See Hyung-Sun Jeong, Korea’s National Health Insurance – Lessons from the Past Three Decades, 
30 Health Affairs 136 (2011); Tai Joon Moon, Light and Shadows of the Korean Healthcare System, 27 
J Korean Med Sci S3 (2012). 
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the Korean government to control the kinds and costs of health care services and drug 

prices to be covered by its universal health insurance program. Government 

committees ensure that the price of health care services and medicines covered by the 

program are low compared to the price of similar health care services and medicines 

not covered by this program. The increase of the cost of health care services and 

medicines is also controlled, as to not exceed the rate of growth in the consumer price 

index.137 

 

2. Rejected Applications for Compulsory Licensing 

Not all governments having the need for compulsory licensing to increase 

access to medicines end up granting compulsory licenses as the Thai government did. 

The Korean Patent Law provides that the government may grant a compulsory license 

for the use of a patented invention in order to protect the public interest.138 However, 

the Korean government has never granted a compulsory license to increase access to 

medicines, despite the fact that Korean patients have experienced significant 

difficulty in purchasing some patented medicines due to their high prices. It was 

under these circumstances that some activists and patient groups filed two 

applications with the Korean government to issue compulsory licenses (one in 2002 

and the other in 2009). They did this according to the Korean Patent Law’s provisions 

that authorize third parties to file applications for compulsory licenses on the grounds 

                                                             
137 Jeong, supra note 137, at 143. 
138 Korean Patent Act (Act No. 950 of November 28, 1949, as last amended by Act No. 11117 of 
December 2, 2011) [hereinafter KPA], art. 106. 
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of public interest.139 Both applications were rejected by the Commissioner of the 

Korea Intellectual Property Office (KIPO) who had the legal authority to grant such 

compulsory licenses under the Korean Patent Law. 

 

a. Imatinib (Trade Name: Glivec®) Case 

In South Korea, the first application for a compulsory license was filed in 

2002 by activists and leukemia patients for imatinib. Imatinib is a medicine for the 

treatment of leukemia which was originally manufactured and sold by Novartis under 

the name Glivec®. In South Korea, this medicine was patented and approved for 

marketing in 2001, and Novartis set the sale price of $25 US dollars per capsule 

($3,000 – $6,000 US dollars per month) in the Korean market.140 However, many 

Korean patients who had been waiting for this new medicine did not have money to 

purchase it, as it was not included into the universal health coverage. They asked the 

Korean government to include this drug into the coverage of the universal health 

insurance program, and also asked Novartis to reduce the sale price of this medicine.  

These requests initiated negotiations between the Korean government and 

Novartis. The Expert Committee on Pharmaceuticals – which held the authority to 

determine whether a medicine could be included in the universal health insurance 

plan, and if so, how much the drug manufacturer could receive for medicines they 

                                                             
139 KPA, art. 107. 
140 Byun Jin-Ok, Limitation and Possibility of Compulsory Licensing as a Measure for Access to 
Medicine - Evaluation of Compulsory Licensing of Glivec and Fuzeon, Presentation, Seminar on 
Access to Medicine Problem Revealed by Fuzeon Compulsory Licensing, Korean Congressmen 
Building Room 125, July 14, 2009, http://www.aidsmove.net/main/zbxe/data/4954/page/1 (last visited 
Aug. 6, 2014) (in Korean). 
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would supply – decided to include imatinib into the universal health insurance 

coverage at the price of $17 US dollars per capsule, which was lower than the original 

price ($25 US dollars per capsule) set by Novartis in 2001.141 However, Novartis 

refused to supply this medicine at this price. Instead, it proposed to provide poor 

patients who met its prescribed income requirements this medicine for free, and to 

charge others the regular sale price. The Expert Committee on Pharmaceuticals then 

proposed to increase the price of imatinib to be provided through the universal health 

insurance program slightly (from $17 to $17.8 US dollars per capsule), but Novartis 

did not accept this decision, either. 

These price negotiations took a while, and the supply of this drug was delayed 

in South Korea. Hoping to end these negotiations quickly, some activists and patients 

groups filed a lawsuit for a review of the patentability of imatinib in South Korea. 

Under these circumstances, the Korean Ministry of Public Health unilaterally 

announced that Glivec would be included into the universal health coverage. Novartis 

then announced that it would be willing to provide imatinib at the price determined by 

the Ministry of Public Health, and to supply this medicine for free to some low-

income patients. To lower the price of imatinib even more, Korean patients filed an 

application requesting the Commissioner of KIPO to grant a compulsory license for 

the use of Novartis’s patented invention for imatinib (“Glivec patent”) in 2002. This 

application was finally rejected by the Commissioner of KIPO in 2003.142 However, it 

                                                             
141 This committee has had the legal authority to determine whether a medication is covered by the 
government-running universal health care insurance or not and how much of the drug costs would be 
covered by the universal health care insurance. 
142 Commissioner of Korean Intellectual Property Office, Decision, February 2003 [hereinafter KIPO’s 
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accelerated the efforts of the Korean government and Novartis to make a final 

agreement: 70% of the drug cost would be financed by the government insurance 

fund, 10% by Novartis, and 20% by the patient in the form of out-of-pocket 

payments.143  

 

b. Enfuvirtide (Trade Name: Fuzeon®) Case 

The second Korean application for compulsory licensing was filed to increase 

access to enfuvirtide, an antiretroviral medicine which was patented and marketed by 

Roche (a pharmaceutical company).144 This medicine, known by its brand name 

Fuzeon®, was approved for marketing by the Korean government in 2004. With the 

marketing of this medicine approved, Roche requested the Korean government to 

include this medicine into the universal health coverage at the price of $43 US dollars 

per bottle (90mg/ml).145 However, the Expert Committee on Pharmaceuticals decided 

that if the company wanted to include Fuzeon in the list of drugs covered by the 

universal health insurance program, it should reduce the drug price to $25 US dollars 

per bottle. 146 Even though Roche could market this newly-developed antiretroviral 

drug in South Korea since 2004, it postponed supplying it to Korean patients and kept 

                                                                                                                                                                              
Glivec Decision]. 
143 General rule under the universal health insurance was that 70% of the price of a medicine would be 
paid by the government insurance fund and 30% by the individual patient. 
144 Enfuvirtide is an antiretroviral drug called a fusion inhibitor. Fusion inhibitors work by blocking 
HIV’s ability to merge with and infect healthy cells. This drug is marketed by Roche as Fuzeon. 
145 Dongwook Shinyoon, [Human Right OTL] Why Do We Have to Die though We Have a Drug?, 731 
The Hankyoreh 21 (2008), http://h21.hani.co.kr/arti/society/society_general/23570.html (last visited 
Aug. 6, 2014) (in Korean).  
146 This accounts for 18,000,000 Korean Won (approximately $18,000 US dollars) for the Fuzeon 
treatment of a year. This amount of yearly treatment exceeded the amount of GDP per capita (current 
US$) of Korea, which was $15,028.9 US dollars in 2004. See WDI 2004. 
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trying to get the drug included into the universal health coverage (at a higher 

price).147 Three years later, Roche proposed to reduce the price of this medicine to 

$30.9 US dollars per bottle for the inclusion of this medicine into the universal health 

coverage. The Korean government rejected this suggestion.  

Negotiations between the Korean government and Roche delayed the supply 

of enfuvirtide in the Korean market over three years. Novartis’s delay of marketing 

this medicine in South Korea was strongly condemned by Korean HIV/AIDS 

patients, and these patients filed a complaint with the National Human Rights 

Commission of Korea (NHRCK) requesting a decision of recommendation to 

prescribe the Korean government to take any necessary actions, including the grant of 

a compulsory license, to correct Roche’s delay in supplying enfuvirtide in the Korean 

market.148 The legal grounds of this complaint were that the Korean Ministry of 

Public Health’s inaction in addressing the delay in the supply of Fuzeon infringed 

HIV/AIDS patients’ constitutional rights to life and health.149 In this case, the 

NHRCK determined that the inaction of the Korean Ministry of Public Health was 

unconstitutional, and recommended the Korean government to grant a compulsory 

license to increase access to enfuvirtide.150  

However, this recommendation for compulsory licensing rendered by the 
                                                             
147 If Roche would have supplied Fuzeon without it being covered by the national health insurance, 
those patients who were willing to pay what the company requested could have bought the medicine.  
148 The National Human Rights Commission of Korea is a national advocacy institution for human 
rights protection. It was established in 2001 based on Article 1 of the National Human Rights 
Commission Act. The main functions of this institution include to develop human rights policies 
through conducting research and issuing policy recommendations, and to investigate human rights 
violation cases and providing remedies. See the National Human Rights Commission of Korea 
homepage, www.humanrights.go.kr/english/main/index.jsp (last visited Aug. 6, 2014). 
149 The National Human Right Commission of Korea, Decision, June 15, 2009. 
150 Id. 
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NHRCK had no legally-binding force, and was not followed by the Korean 

government – which feared political and economic retaliations by developed 

countries with antipathy to compulsory licensing. Under these circumstances, Korean 

HIV/AIDS patients and activists filed an application for a compulsory license to 

increase access to enfuvirtide in 2008. While this legal process went on, Roche 

proposed to supply those poor patients who would meet their income requirements 

with this medicine for free, hoping to get a favorable decision from the Commissioner 

of KIPO. Finally, the application for a compulsory license to increase access to 

enfuvirtide was rejected in 2009 by the Commissioner of KIPO, who disregarded the 

NHRCK’s recommendation for compulsory licensing to increase access to this 

medicine.151  

 

3. Impacts of Rejected Applications for Compulsory Licensing 

Applications for compulsory licenses in South Korea show that the need for 

compulsory licensing to increase access to patented medicines may exist not only in 

low- and middle-income countries but also in high-income countries. Although these 

applications were finally rejected by the Korean government, they had some positive 

health effects on access to medicines by encouraging pharmaceutical companies to 

reduce the sale price of their medicines under patent protection. Being rejected by the 

government, these applications do not seem to have had significant negative effects 

on the business of patent owners, international trade or foreign direct investment in 

                                                             
151 See The Commissioner of Korean Intellectual Property Office, Jun. 19, 2009, 2009 Jae-tong 2 
Decision [hereinafter KIPO’s Fuzeon Decision]. 
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South Korea; nor did they raise the issue of generic drug quality. 

 

C. Potential Determinants in Granting Compulsory Licenses 

As seen from the above overview of compulsory licensing cases in Thailand 

and South Korea, the need for granting compulsory licenses to increase access to 

medicines existed similarly in both Thailand and South Korea. Both countries have 

some common features: besides being located in the same region (Asia), they share 

some common religious and cultural features (such as Buddhism and Chinese cultural 

influences). They also possess similar legal provisions for the issuance of compulsory 

licenses. Moreover, their economies are commonly vulnerable to trade retaliations by 

developed countries, because international trade (particularly exports to the U.S and 

the EU) forms the major part of their economies. Lastly, both countries operate 

national health insurance programs, although these programs have some differences 

in detail, such as health service coverage and out-of-pocket payment. 

That said, the Thai government was enthusiastic in granting compulsory 

licenses as a measure to increase access to medicines, whereas the Korean 

government was not. Several factors could explain this difference in attitudes towards 

the use of compulsory licensing. The following section reviews which factors might 

affect governments’ decisions on whether to actually grant compulsory licenses to 

increase access to medicines. These factors stem from the social and economic 

conditions of these countries, such as political will, economic development, burden of 

disease, health insurance system, pharmaceutical industry, and domestic legislation 
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for compulsory licensing, the right to health, and health expenditure. 

 

1. Government’s Political Will and Policy Preference  

Governments’ political will and policy preferences have a great impact on 

their decisions on whether to grant compulsory licenses.152 Compulsory licenses for 

antiretroviral, cardiovascular and cancer medicines were granted directly by the Thai 

government without any compulsory licensing applications filed by third parties. This 

was because the Thai government had a strong political will to include these 

medicines into its national health insurance coverage and to increase access to these 

medicines. On the contrary, Korean patients themselves had to file compulsory 

licensing applications for the relevant new leukemia and HIV/AIDS medicines 

because the Korean government was not interested in doing so. Of course, these 

applications were finally rejected by the Korean government. This shows that both 

governments had different political commitments and policy priorities regarding 

public health and economic development. Both of them had adopted systems of 

universal health coverage, and both were very much concerned about the negative 

effect of compulsory licensing on their economies. However, whereas the Thai 

Ministry of Public Health played a central role in the Thai government’s granting of 

compulsory licenses to increase access to medicines, the Commissioner of KIPO, 

who was more committed to intellectual property protection than public health 

                                                             
152 Dirceu B. Greco & Mariangela Simao, Brazilian Policy of Universal Access to AIDS Treatment: 
Sustainability Challenges and Perspectives, 21 AIDS S37 (2007) (finding that the Brazilian 
government’s political will to issue a compulsory license for efavirenz contributed to the success of the 
Brazilian AIDS Programme). 
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matters, made the final decisions for compulsory licensing on behalf of the Korean 

government. 

 

2. National Average Per Capita Income Level 

One striking difference between Thailand and South Korea is the national 

average per-capita income level of these countries, and how it may affect these 

countries’ differing attitudes towards granting compulsory licenses. The main effect 

of compulsory licensing of pharmaceutical patents is to lower the price of patented 

medicines. Therefore, if the residents of a country are, on average, wealthy enough to 

pay for these medicines, the government of this country would have little interest in 

granting compulsory licenses: doing so would risk discouraging investment or bring 

about trade retaliations by other countries. As wealth is difficult to measure in 

practice, income is often used as an indicator of the average economic resources a 

person possesses and can afford spend on health services within a country. 

Specifically, the individual income level in a country is normally measured by GNI 

per capita (current US$), which refers to the gross national income (converted to U.S. 

dollars using the World Bank Atlas method), divided by the mid-year population. 

According to the World Bank’s GNI per-capita-based category for country 

(economy) classification, Thailand is an upper-middle income country, with a 2012 

GNI per capita of $5,210 (in US dollars).153 GNI per capita of Thailand was between 

                                                             
153 WDI Database. For more information on the history of development of access to HIV/AIDS drugs 
in other developing countries, see MJ Peterson, Case Study: Access to HIV Treatments in Developing 
Countries Case Summary , International Dimension of Ethics Education Case Study Series (2010), 
http://scholarworks.umass.edu/edethicsinscience/24/ (last visited Aug. 6, 2014). 
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$2,890 and $3,750 (both in US dollars) during the period of compulsory licensing 

between 2006 and 2008. South Korea, on the other hand, is a high-income country 

with a 2012 GNI per capita of $22,670.154 South Korea’s GNI per capita was $11,830 

(in US dollars) when the first compulsory licensing application was filed for imatinib 

in 2002 and was $21,430 (in US dollars) when the second application was filed for 

enfuvirtide in 2008. Both Thailand’s and South Korea’s GNI per capita also increased 

consistently between 2001 and 2012, except the period affected by the global 

financial crisis of 2007-2008.  

The difference in GNI per capita between Thailand and South Korea may be a 

factor that influenced the results of the compulsory licensing cases in both countries. 

Given the difference in their average individual income levels, the need for 

compulsory licensing was greater for Thailand than it was for South Korea. It is well-

known that low income can be one of the main causes of poor health.155 The Thai 

government therefore had more of an incentive to grant compulsory licenses than the 

Korean government because there were more Thai patients with lower income, on 

average, who would suffer from greater difficulty than Korean patients in accessing 

expensive patented medicines.  

 

3. Burden of Disease 

HIV/AIDS and leukemia were the two common diseases for which 

                                                             
154 WDI Database. 
155 See researches mentioned in Paula Braveman et al., The Social Determinants of Health: Coming of 
Age, 32 Ann. Rev. Public Health 381, 384 (2011). 
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compulsory licenses were either applied for or granted in Thailand and South Korea. 

However, the national burden of HIV/AIDS and leukemia is greater in Thailand than 

in South Korea, and this greater burden could make the Thai government more 

aggressive in granting compulsory licenses to increase access relevant medicines. In 

other words, the Thai government had a stronger incentive than the Korean 

government for granting compulsory licenses to increase access to these medicines. 

As well, the numbers of HIV/AIDS and leukemia patients who needed new patented 

medicines were relatively larger for Thailand than for South Korea. The low national 

burden of HIV/AIDS and leukemia in South Korea likely affected the Korean 

government’s decisions to reject the compulsory licensing applications filed by 

Korean patients.156 The greater the national burden of a disease is, the greater the 

need for a compulsory license for the treatment of this disease. The burden of a 

particular disease can be measured more accurately and more commonly by other 

indicators such as the number of deaths caused by such disease and disability-

adjusted life years (DALYs).157 

 

a. HIV/AIDS 

The national burden of HIV/AIDS may have a unique impact on the use of 

compulsory licensing by developing countries, because developed countries’ 
                                                             
156 See KIPO’s Glivec and Fuzeon Decisions. 
157 One DALY is one lost year of healthy life. DALYs for a disease are calculated as the sum of the 
Years of Life Lost (YLL) due to premature mortality in the population and the Years Lost due to 
Disability (YLD) for people living with such disease. See the WHO homepage, Metrics: Disability-
Adjusted Life Year (DALY), http://www.who.int/healthinfo/global_burden_disease/metrics_daly/en/ 
(last visited Aug. 6, 2014). For the origins, merits and demerits of this concept, see Fisher & Syed, 
supra note 71, at 613.  
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seemingly natural animosity towards compulsory licensing has been relatively weak 

for compulsory licenses granted to increase access to HIV/AIDS medicines. Among 

the leading causes of global deaths and global burden of disease is HIV/AIDS, a well-

known life-threatening disease. Since the beginning of the AIDS epidemic, almost 75 

million people have been infected with the HIV virus, and about 36 million people 

have died of HIV/AIDS-related diseases – although the number of deaths caused by 

HIV/AIDS has decreased significantly in recent years.158 While the leading causes of 

death and disability have been shifting from communicable diseases to non-

communicable diseases, HIV/AIDS still remains a major challenge to global 

health.159 Indeed, the global burden of HIV/AIDS has increased by 351% between 

1990 and 2010.160 

Both Thailand and South Korea have made considerable efforts to reduce 

HIV/AIDS in their respective countries. The Thai government included antiretroviral 

treatments into the universal health coverage of the 30-Baht System to address their 

HIV/AIDS crisis. The Korean government also included some antiretroviral 

treatments in their universal health coverage as the burden of HIV/AIDS increased in 

South Korea. That said, the more serious HIV/AIDS crisis certainly was in 

                                                             
158 WHO Global Health Observatory, HIV/AIDS, http://www.who.int/gho/hiv/en/ (last visited Aug. 6, 
2014). A total of 35.3 million people were living with HIV worldwide at the end of 2012 and 1.6 
million people died of AIDS-related illnesses in 2012. 
159 WHO, THE GLOBAL BURDEN OF DISEASE: 2004 UPDATE (2008). See also INSTITUTE FOR HEALTH 
METRICS AND EVALUATION [hereinafter IHME], THE GLOBAL BURDEN OF DISEASE: GENERATING 
EVIDENCE, GUIDING POLICY 14 (IHME 2013), available at 
http://www.healthdata.org/sites/default/files/files/policy_report/2013/GBD_GeneratingEvidence/IHME
_GBD_GeneratingEvidence_FullReport.pdf (Figure 3 shows that HIV is one of the 10 leading diseases 
of global deaths and DALYs in 2010) [hereinafter IHME GBD Report]. 
160 Id. 
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Thailand:161 almost 6% of deaths among children under 5 were caused by HIV/AIDS 

in Thailand between 2000 and 2003, while only 1% of child deaths were, on average, 

caused by HIV/AIDS in and across the Asian region during the same period. The HIV 

prevalence also remained high (1.4%) from 2003 to 2007, and the proportions of 

deaths, years of life lost and DALYs caused by HIV/AIDS accounted for almost 14% 

of the total deaths, 23% of the total years of life lost and 11% of the total DALYs, 

respectively. In South Korea, the HIV/AIDS-related health problems also got worse 

as well. For example, the number of people living with HIV in South Korea 

significantly increased from 994 to 6,292 between 2000 and 2010.162 To monitor the 

HIV/AIDS epidemic and to increase access to antiretroviral treatments, the Korean 

government developed a surveillance system and included some antiretroviral 

treatments in the universal health coverage.163 With this inclusion, HIV/AIDS patients 

could get reimbursed from the Korean government for their antiretroviral treatments 

after they paid their share (20%) of treatment costs.  

Thailand’s burden of HIV/AIDS was much greater than South Korea’s, 

although only limited information is available for HIV/AIDS endemic in South Korea. 

                                                             
161 See .e.g., UNAIDS homepage, UNAIDS Applauds Thailand’s Successes on AIDS and Urges 
Continued Leadership through an ‘HIV Prevention Revolution,’ Feb. 18, 2011, 
http://www.unaids.org/en/resources/presscentre/featurestories/2011/february/20110218thailand/ (last 
visited Aug. 6, 2014). 
162 NATIONAL AIDS INFORMATION CENTER, KOREA CENTERS FOR DISEASE CONTROL AND PREVENTION 
[hereinafter KCDC], 2010 ANNUAL REPORT ON THE NOTIFIED HIV/AIDS IN KOREA (KCDC 2010), 
http://aidsinfo.cdc.go.kr/aidsinfo/user/jsp/ud/ud04_1ht01i.jsp (last visited Aug. 6, 2014) (in Korean) 
[hereinafter 2010 Annual AIDS Report]. 
163 Division of HIV and Tuberculosis Control, KCDC, HIV/AIDS Control in the Republic of Korea 
(2011), UNAIDS 2012 Country Progress Report: South Korea, 
http://www.unaids.org/en/dataanalysis/knowyourresponse/countryprogressreports/2012countries/ce_K
R_Narrative_Report[1].pdf (last visited Aug. 6, 2014). 
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The estimated number of deaths due to HIV/AIDS in Thailand was 21,000 in 2012.164 

On the other hand, the number of deaths of HIV/AIDS patients recorded by the Korea 

Centers for Disease Control was only 149 in 2010 (although the number of deaths due 

to HIV/AIDS in South Korea was not officially reported to the WHO).165 The 

prevalence of HIV in Thailand among adults aged 15 to 49 was 1.4% in 2006 and 1.2% 

in 2011, but was less than 0.1% in 2006 in South Korea.  

Driven by the significant burden of HIV/AIDS, the Thai government granted 

compulsory licenses for efavirenz and lopinavir/ritonavir (antiretroviral medicines) 

and, as a result, the number of HIV/AIDS patients receiving antiretroviral treatments 

increased and the number of deaths caused by HIV/AIDS decreased significantly in 

Thailand. Thanks to its pro-compulsory licensing policy, Thailand was ranked 4th 

among the top twenty LMICs with the highest number of people receiving 

antiretroviral treatment in 2009, although HIV/AIDS still remains a great public 

health challenge in Thailand.166 The antiretroviral treatment coverage rate of Thailand 

was almost 76% in 2009 according to the 2006 WHO Guidelines, which amounted to 

61% according to the revised 2010 WHO Guidelines.167 This was considerably higher 

than the antiretroviral treatment coverage of other countries in the same region 

                                                             
164 WHO Global Health Observatory Data Repository, Data on the Size of the HIV/AIDS epidemic: 
Number of Deaths due to HIV/AIDS Data by Country, 
http://apps.who.int/gho/data/node.main.623?lang=en (last visited Aug. 6, 2014).  
165 See 2010 Annual AIDS Report. This is the most recent information on this number. 
166 WHO, UNAIDS & UNICEF, TOWARDS UNIVERSAL ACCESS: SCALING UP PRIORITY HIV/AIDS 
INTERVENTIONS IN THE HEALTH SECTOR: PROGRESS REPORT 2010 (2010), 
http://www.who.int/hiv/pub/2010progressreport/en/ (last visited Aug. 6, 2014). 
167 UNAIDS, GLOBAL REPORT: UNAIDS REPORT ON THE GLOBAL AIDS EPIDEMIC 2010, at 98 (See 
Table 4.1) [hereinafter Global AIDS Report 2010]. 
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(South-East Asia).168 As access to antiretroviral medicines were significantly 

increased after the compulsory licenses granted by the Thai government during the 

period between 2006 and 2008, the estimated number of deaths caused by HIV/AIDS 

was reduced from 29,300 (out of a total population of 67,386,380) in 2008 to 28,000 

in 2009 and further down to 21,000 in 2012.169  

In contrast, the Korean government decided not to grant a compulsory license 

to increase access to enfuvirtide, an antiretroviral medicine, because the burden of 

HIV/AIDS was relatively low in South Korea. The fact that the incidence, prevalence 

and burden of HIV/AIDS was much higher in Thailand than in South Korea may 

imply that the Thai government had a stronger motive to grant compulsory licenses to 

increase access to antiretroviral drugs than the Korean government.  

 

b. Leukemia 

Leukemia is a cancer which starts in blood-forming tissue (such as bone 

marrow) and causes large numbers of abnormal blood cells to be produced and to 

enter the bloodstream. The two major types of this disease are acute leukemia (which 

progresses quickly) and chronic leukemia (which progresses slowly).170 The global 

burden of leukemia was not high and has decreased over time: it was 169 DALYs (per 
                                                             
168 See WHO Global Health Observatory, Antiretroviral Therapy (ART) Coverage among All Age 
Groups, http://www.who.int/gho/hiv/epidemic_response/ART_text/en/index.html (last visited Aug. 6, 
2014) (showing that the estimated ART coverage rate for the South-East Asia Region for 2011 was 
only 48%). A total of 216,118 people were estimated to receive antiretroviral therapy in Thailand. See 
Global AIDS Report 2010, at 111. 
169 See WHO, Disease and Injury Country Estimates: Burden of Disease, 
http://www.who.int/healthinfo/global_burden_disease/estimates_country/en/index.html. See also 
Global AIDS Report 2010, at 111; WHO, Global Health Observatory database. 
170 See A.D.A.M. Medical Encyclopedia: Leukemia, 
http://www.ncbi.nlm.nih.gov/pubmedhealth/PMH0002276/ (last visited Aug. 6, 2014). 
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100,000 people) in 1990 and 139 DALYs in 2010.171 The burden of this disease is 

often higher in rich countries than in poor countries.172  

The number of deaths and DALYs caused by leukemia was for a long time 

larger in South Korea than in Thailand. In recent years, however, the situation 

flipped, and the national burden of leukemia increased in Thailand and decreased in 

South Korea. In Thailand, between 1990 and 2010, the estimated number of deaths 

caused by leukemia increased from 1,558 to 3,410 and the estimated number of 

DALYs also increased from 69,415 to 105,916.173 In contrast, the national burden of 

leukemia decreased in South Korea during this period: estimated went from 2,149 to 

1,890, and the number of DALYs also decreased from 94,228 to 36,270 between 1990 

and 2010.174  

This difference in the national burden of leukemia between Thailand and 

South Korea could also have an impact on both governments’ decisions on whether to 

grant compulsory licenses to increase access to leukemia medicines.  

 

4. Health Insurance System 

Both Thailand and South Korea have been operating national health insurance 

systems providing universal health coverage as recommended by the WHO and the 

                                                             
171 IHME GBD Report, at 48. 
172 See Table 4 in AMERICAN CANCER SOCIETY, GLOBAL CANCER FACTS & FIGURES 7 (2nd Ed., 
American Cancer Society 2011). 
173 IHME, GLOBAL BURDEN OF DISEASE STUDY 2010: THAILAND GLOBAL BURDEN OF DISEASE STUDY 
2010 (GBD 2010) RESULTS 1990-2010 (IHME 2013), http://ghdx.healthdata.org/record/thailand-
global-burden-disease-study-2010-gbd-2010-results-1990-2010 (last visited Aug. 6, 2014). 
174 Id. 
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UN’s resolution on universal health coverage.175 This universal health coverage was 

adopted by the Korean government in 1989 and by the Thai government in 2001. The 

population coverage of both countries’ national health insurance programs is very 

high, and covers almost the entire population of each country. As of 2009, almost 

98% of the entire Thai population was insured by the 30-Baht System.176 And as of 

2007, 96% of the entire Korean population was covered by the national health 

insurance program, with the remaining 4% covered by Medical Aid, a public 

assistance program for the very poor.177 Both countries’ national health insurance 

programs also included antiretroviral treatments into their coverage. In Thailand, 

antiretroviral treatments have been provided through the Highly Active Antiretroviral 

Therapy (HAART) program under the 30-Baht System since 2005.178 As of 2010, six 

standard antiretroviral regimens were approved for use in the HAART program, and 

the three major regimens were a nevirapine-based regimen, an efavirenz-based 

regimen and a protease inhibitor regimen.179 The major funding source of 

antiretroviral therapy under the 30-Baht system is general tax revenues, although it is 

funded in part by the Ministry of Public Health’s Access to Care Programs (ATC), 

out-of-pocket payments and donations. Almost 80% of the budget for the HAART 

program is domestic funding, although donations from international organizations 

                                                             
175 United Nations General Assembly A/67/L.36. Resolution 67/123. 
176 See Table 3 in Viroj Tangcharoensathien et al., Health-financing Reforms in Southeast Asia: 
Challenges in Achieving Universal Coverage, 377 The Lancet 863, 870 (2011). 
177 See Jeong, supra note, at 137.  
178 Usawadee Maleewong et al., The Cost-Effectiveness Analysis of Initiating HIV/AIDS Treatment 
with Efavirenz-Based Regimens Compared with Nevirapine-Based Regimens in Thailand, 91 J Med 
Assoc Thai S126 (2008). 
179 Somnuek Sungkanuparph et al., Practice Guidelines: Thai National Guidelines for Antiretroviral 
Therapy in HIV-1 Infected Adults and Adolescents 2010, 4 Asian Biomedicine 515 (2010). 



95 
 

such as the Global Fund to Fight AIDS, Tuberculosis and Malaria (Global Fund) are 

also an important funding source.180 South Korea also has some antiretroviral 

treatments included in its universal health coverage, where 100% of the treatment 

costs are covered by the national health insurance system. HIV/AIDS patients have to 

pay 25-30% of the total cost for their treatment, but can get reimbursement from the 

Korean government later.181  

Thailand’s national health insurance program is more favorable to patients 

than South Korea’s in two aspects. First, the benefit coverage of the Thai system is 

larger than that of the Korean system. The Thai program provides a very 

comprehensive benefit, whereas the Korean program has limited coverage. Second, 

the out-of-pocket payment of Thai patients is much lower than that of Korean patients. 

Thai patients covered by the 30-Baht System only pay 30 bahts (under $1 US dollar) 

for each instance of treatment, including all doctors’ fees, operation fees and 

medicines, and hospitals get government subsidies.182 In Thailand, out-of-pocket 

payments accounted for only 17.7% of total health expenditure in 2008.183 

Conversely, the share of out-of-pocket payments of the total costs is relatively high in 

South Korea: co-payments of 20-55% are often required for services covered by the 

                                                             
180 See The Global Fund to Fight AIDS, Tuberculosis and Malaria, The Global Fund Grand Portfolio: 
Thailand, http://portfolio.theglobalfund.org/en/Country/Index/THA (last visited Aug. 6, 2014). The 
Global Fund has made significant investments in Thailand for HIV prevention, care, and treatment 
activities. 
181 Yoo-Seon Seok, AIDS Patients, “New Medicines Are the Only Hope to Rely”, 1016 Sisa Journal 
(2009), available at http://www.sisapress.com/news/articleView.html?idxno=48830 (in Korean). 
182 Isao Kamae, Value-Based Approached to Healthcare Systems and Pharmacoeconomics 
Requirements in Asia: South Korea, Taiwan, Thailand and Japan, 28 Pharmacoeconomics 831, 833 
(2010). 
183 See Tangcharoensathien et al., supra note, at 870. 
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national health insurance program.184 With this limited-benefits policy and control 

over annual negotiations with healthcare providers about service fees, the Korean 

government could provide the universal health coverage without creating an 

excessive burden on its budget. Accordingly, the healthcare burden on Korean 

citizens had to increase continuously. As of 2007, out-of-pocket payments accounted 

for almost 38% of the total health expenditure in South Korea.185 The share of total 

medical costs paid by the national health insurance system decreased from 65% in 

2009 to 62.5% in 2012, while the share of total medical costs paid by patients 

(including co-payments and payments for uncovered health services) increased from 

35% to 37.5%.186 Whereas the Thai government tries to reduce the economic burden 

on patients, the Korean government appears to be increasing the burden of patients 

gradually.  

 In summary, Thailand’s national health insurance program has placed more of 

the economic burden for health outcomes on the government than on patients, while 

South Korea’s national health insurance program has done the opposite. This implies 

that the Thai government could have a more direct and greater motive for granting 

compulsory licenses to reduce economic burdens (for the operation of its national 

health insurance program) than South Korea.  

 

                                                             
184 See Jeong, supra note 137, at 139. 
185 See Exhibit 1 in Jeong, supra note 137, at 139. 
186 Joo-Yeoun Lee, Share of Costs Covered by the National Health Insurance 62.5%...Declined For 3 
Consecutive Years, Chosun Biz, Feb. 6, 2014, available at 
http://biz.chosun.com/site/data/html_dir/2014/02/06/2014020601702.html (last visited Aug. 6, 2014) 
(in Korean). 
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5. Pharmaceutical industry 

The pharmaceutical industry can be characterized by a high level of 

concentration with a small number of multinational pharmaceutical manufacturers 

dominating it.187 Geographical concentration in the pharmaceutical industry has 

become significant, with the majority of headquarters for major pharmaceutical 

companies located in either the U.S. or Western Europe.188 Large R&D costs and 

patent protections for new medicines were the main causes of this concentration, 

which made it more difficult for latecomers into the realm of drug manufacturing 

(whose headquarters are mostly located in developing countries) to expand their 

businesses and to make enough profit to gainfully invest in R&D for new medicines. 

Indeed, the share of the world’s manufactured exports for medicinal and 

pharmaceutical products from developing countries increased by only 0.1% (from 

0.7% to 0.8%) in 21 years (between 1980 and 2001). Meanwhile, the share of 

medicinal and pharmaceutical products manufactured by the top 20 pharmaceutical 

companies increased 1.6% (from 1.5% to 3.1%) of the world’s manufactured 

pharmaceutical exports.189 Not only are the sources of innovation and manufacturing 

of medicines concentrated, but the demand of medicines is also dominated by only a 

few developed markets. In 2010, for example, global spending on pharmaceuticals 

was $856 billion US dollars, and three major pharmaceutical markets (the U.S., the 

                                                             
187 Larry Davidson & Gennadity Greblov, The Pharmaceutical Industry in the Global Economy 
(Indiana University Kelley School of Business 2005), at 2, 
http://www.bus.indiana.edu/davidso/lifesciences/lsresearchpapers/pharmaceutical%20industryaug12.d
oc (last visited Aug. 6, 2014). 
188 Davidson & Greblov, Table 1.1, at 3. 
189 UNCTAD, 2004, at 93, available at http://www.unctad.org/en/docs/gdscsir20041c6_en.pdf. 
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EU and Japan) accounted for 71% of the global spending on pharmaceuticals in 

2010.190 In contrast, although the share of global spending on pharmaceuticals in 

developing countries is increasing steadily, it still remains relatively small, accounting 

for only 18% of the global spending on medicines in 2010.191  

The pharmaceutical industries of both Thailand and South Korea countries are 

similar to each other in many aspects. First, although South Korea may have better 

drug manufacturing facilities and skills than Thailand, neither of them has high-level 

R&D or manufacturing capabilities comparable to those of big pharmaceutical 

manufactures headquarters in the U.S., the EU or Japan. In Thailand, the GPO has 

some facilities and skills to manufacture several generic medicines, but it is only 

capable of the formulation and packaging of imported pharmaceutical products.192 

South Korea does not have high-tech manufacturing or R&D capabilities, either.193 

The Korean pharmaceutical industry is often characterized by small-scale production, 

with insufficient money for investment and poor R&D experience.194 The second way 

                                                             
190 IMS Institute for Healthcare and Informatics, The Global Use of Medicines: Outlook Through 2015, 
at 4, available at 
http://www.imshealth.com/deployedfiles/ims/Global/Content/Insights/IMS%20Institute%20for%20He
althcare%20Informatics/Global_Use_of_Medicines_Report.pdf (last visited 2 October 2011). 
191 Id.  
192 Royal Danish Embassy, Bangkok, Danish Trade Council, The Sector Overview: The 
Pharmaceutical Industry in Thailand, June 2006, available at 
http://www.ambbangkok.um.dk/NR/rdonlyres/4EC3899D-14E5-474D-B562-
C5048792D722/0/SectorOverviewPharmaceuticalIndustryJune2006.pdf. See also Samira Guennif & 
Shyama V. Ramani, Catching up in the Pharmaceutical Sector: Lessons from Case Studies of India, 
Thailand and Brazil, (Paper presented in the VI Globelics Conference at Mexico City, September 22-
24 2008), available at 
http://globelics_conference2008.xoc.uam.mx/papers/Samira_Guennif_Catching_up.pdf 
193 Woong Lee & Young Chul Song, The Strategy of Cooperation and Competition Based on 
Comparative Analyses of Pharmaceutical Industries of Korea and India, KIEP World Economy 
Updates. Vol. 3 No. 47, Oct. 25, 2013. 
194 Hye-Seon Moon, The Effect of Government Policies on the Innovation Performance of Korean 
Pharmaceutical Industry, KIET Occasional Paper No. 88, Dec. 2012, at 11. 
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these markets are similar is that the drug markets of both countries are greatly 

dependent on imported medicines or raw materials. They import both brand and 

generic medicines from major pharmaceutical companies and from India and China, 

respectively.195 As both Thailand and South Korea import more pharmaceutical 

products than they export, they recorded increasing trade deficits with respect to 

pharmaceuticals during the period between 2006 and 2010. Dependence on imports 

for the supply of medicines can make these countries more vulnerable to changes in 

international trade environments for medicines. For instance, as patent protection for 

pharmaceutical products and processes becomes stronger in India and China 

according to the requirements of the TRIPS Agreement, both Thailand and South 

Korea may have greater difficulty importing generic medicines from these countries. 

Lastly, drug markets are getting bigger gradually in both countries, although they still 

remain relatively small compared to other large markets. The sales of pharmaceutical 

products in the Thai market increased by 16% in 2004 as its population aged and as 

international travel to Thailand increased. In 2006, the market value of the Thai 

pharmaceutical market was almost $1.32 billion US dollars, making Thailand the 

33rd largest market in the world.196 Spending on pharmaceuticals in South Korea is 

                                                             
195 Guennif & Ramani, Figure 5; See also Royal Danish Embassy, Bangkok, Danish Trade Council, 
The Sector Overview: The Pharmaceutical Industry in Thailand, June 2006, available at 
http://www.ambbangkok.um.dk/NR/rdonlyres/4EC3899D-14E5-474D-B562-
C5048792D722/0/SectorOverviewPharmaceuticalIndustryJune2006.pdf (Table 1, at 4) (As of 2006, 
the top 10 pharmaceutical companies in Thailand were Pfizer, Sanofi-Aventis, GlaxoSmithKline, 
AstraZeneca, Novartis, Siam Pharm, Roche, Merck, GPO and Berlin Pharm). 
196 Suphalux Saktontai, The Key Determinant Factors of Pharmaceutical Industry in Thailand under the 
FTA Thailand-U.S.A., (Thesis, University of the Thai Chamber of Commerce, 2007), at 27, available 
at http://library.utcc.ac.th/onlinethesis/onlinethesis/M0232160.pdf (last visited Sept. 30, 2011); 
Davidson, L., & Greblov, G., (2005). “The Pharmaceutical industry in the Global Economy” Indiana 
University Kelley School of Business Bloomington, Indiana, at 8, available at 
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greater than in Thailand, and the size of the Korean drug market is also growing.197 

The Korean market accounted for 1% of the global spending on pharmaceutical 

products in 2010 (Table 14).  

Despite all these similarities, Thailand and South Korea took different 

approaches in their use of compulsory licensing to increase access to medicines. 

These different attitudes towards compulsory licensing may be because both 

countries’ capabilities of drug manufacturing and R&D are different. Although both 

of them lack world-class drug manufacturing facilities or R&D skills, South Korea 

has several leading manufacturers of bulk chemicals and the Korean government 

strongly encourages investment in biotechnology-related R&D.198 However, Korean 

pharmaceutical companies are largely focused on marketing activities and company 

management rather than on R&D activities. Fortunately, the Korean pharmaceutical 

industry is in the middle of a process of acquiring innovative competitiveness, and 

expanding its business to other countries in the long run.199 This pro-innovation 

strategy could feed into arguments from the Korean government to reject compulsory 

licensing applications filed by Korean patients to increase access to imatinib and 

enfuvirtide.  

 

 

                                                                                                                                                                              
http://www.bus.indiana.edu/davidso/lifesciences/lsresearchpapers/pharmaceutical%20industryaug12.d
oc (last visited 30th September 2011); Guennif & Ramani, at 8. 
197 See Moon, supra note, Table 3, at 15.  
198 Frederick M. Abbott, TRIPS II, Asia and Mercantile Pharmaceutical War: Implications for 
Innovation and Access, Stanford Center for International Development Working Paper No. 308, 
December 2006, at 8, available at http://papers.ssrn.com/sol3/papers.cfm?abstract_id=1912624 
199 See Moon, supra note, at 18-19. 
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6. Domestic Legislation on Compulsory Licensing and the Right to 

Health 

Differences in domestic legislation for compulsory patent licensing and the 

right to health can be another influential factor on government decisions about 

compulsory licensing to increase access to medicines. WTO members may have 

different domestic legislation for compulsory licensing because they have the 

freedom to determine the legal grounds upon which compulsory licenses can be 

granted, although they must abide by the basic requirements of compulsory licensing 

provided by Article 31 of the TRIPS Agreement.200 Whether the right to health is 

recognized, and how strongly it is enforced by a country, may also differ significantly 

between countries, and may affect a country’s compulsory licensing decisions as well 

– even though the right to health is recognized by some international norms.201 

Comparison of domestic legislation on compulsory patent licensing and the right to 

health in Thailand and South Korea shows that differences in legislative aspects, legal 

grounds, and the authorities involved in compulsory patent licensing could 

significantly affect the differing outcomes of compulsory licensing cases in Thailand 

and South Korea.  

 

                                                             
200 See Paragraph 5(b) of the Doha Declaration (“Each member has the right to grant compulsory 
licenses and the freedom to determine the grounds upon which such licenses are granted.”). 
201 See e.g., United Nations Human Rights, The Office of High Commissioner for Human Rights, Fact 
Sheet No. 31, The Right to Health, available at 
http://www.ohchr.org/Documents/Publications/Factsheet31.pdf; Comm. On Econ., Soc. & Cultural 
Rts., General Comment 14: Substantive Issues Arising in the Implementation of the International 
Covenant on Economic, Social and Cultural Rights (Art. 12), U.N. Doc. E/C. 12/2000/4 (Aug. 11, 
2000). 
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a. Legislation for Compulsory Licensing 

Both Thailand and South Korea, as WTO members, revised their patent laws 

to observe the requirements of intellectual property obligations of the TRIPS 

Agreement. Accordingly, their patent laws came to have similar provisions for 

compulsory licensing. In 1992, Thailand amended its patent law to incorporate the 

TRIPS flexibilities – such as Bolar exception,202 international exhaustion of rights, 

parallel import,203 compulsory licensing204 and government use,205 – and later made 

some revisions to its domestic compulsory patent licensing provisions.206 In 1995 and 

2005, South Korea also revised its patent laws to incorporate the TRIPS flexibilities 

provided by Article 31 of the TRIPS Agreement, the Doha Declaration and the WTO 

General Council’s decision on the implementation of Paragraph 6.207 However, the 

compulsory licensing provisions of these two countries have some important 

differences in terms of the legal grounds and authorities concerned with compulsory 

licensing. These have direct impacts on both countries’ differing attitudes towards 

                                                             
202 Section 36, Paragraph 2, 4th bracket of the Thailand Patent Act (1979), as amended by the Patent 
Act 1992 ([The exclusive right of the patentee shall not apply to] “any act concerning an application 
for drug registration, the applicant intending to produce, distribute or import the patented 
pharmaceutical product after the expiration of the patent term.”). This is an exception to patent 
protection. 
203 Section 36, Paragraph 2, 7th bracket of the Thailand Patent Act ([The exclusive right of the patentee 
shall not apply to] “the use, sale, having in possession for sale, offering for sale or importation of a 
patented product when it has been produced or sold with the authorization or consent of the 
patentee.”). This is also an exception to patent protection. 
204 Sections 46-50 of the Thailand Patent Act 
205 Sections 51-52 of the Thailand Patent Act 
206 Two minor revisions were made: First, the Director-General of the Department of Intellectual 
Property (Director-General) can no longer invite applications for compulsory licenses. Second, 
granting a compulsory license for the working of a later patent is allowed only when the later patent is 
for an invention of great importance to technological progress and is beneficial to the economy as a 
whole. 
207 PATENT LAW COMMENTARY I 1276-1277 (Sang-Jo Jeong & Seong-Soo Park eds., Seoul National 
University Center for Law & Technology 2010) (in Korean). 
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their use of compulsory licensing.  

The first difference is the legal grounds for compulsory licensing. Thai and 

Korean patent laws have at least four main differences in prescribing the legal 

grounds of compulsory licensing. First, the Thai patent law stipulates that “sales at 

unreasonably high prices” form a legal ground for compulsory licensing, whereas the 

Korean patent law has no such provision (Table 3). Accordingly, the Thai government 

may grant a compulsory license not only when the patent owner does not manufacture 

or sell his/her patented products, but also when it views the sale price of patented 

products as unreasonably high. Without this legal ground, the Korean government 

may have difficulty granting compulsory licenses for patented products when they are 

manufactured or sold by patent owners in South Korea, even if the sale prices of those 

products are too high for the majority of the Korean population. Second, the Thai 

patent law states that “a severe shortage of drugs” is a situation where a compulsory 

license can be granted for the government use of a drug for the public service, 

whereas the Korean law does not.208 With these provisions regarding the shortage of 

drugs, the Thai government may have better justification for its compulsory licensing 

activities, particularly with regard to generic medicines to be manufactured by the 

GPO and distributed by its national health insurance program – which falls under the 

                                                             
208 See Section 51 of the Thailand Patent Act (“In order to carry out any service for public consumption 
or which is vital importance to the defense of the country or for the preservation of realization of 
natural resources or the environment or to prevent or relieve a severe shortage of food, drugs or other 
consumption items or for any other public service, any ministry, bureau or department of the 
Government may, by themselves or through others, exercise any right under Section 36 by paying a 
royalty to the patentee or his exclusive licensee under paragraph 2 of Section 48 and shall notify the 
patentee in writing without delay, notwithstanding the provisions of Sections 46, 46bis and 47.”) and 
KPA, arts. 106-2 & 107. 
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category of “government use for the public service.” Third, the Korean patent law 

provides that a compulsory license for “private use” can be granted only if such 

license is “especially” necessary for the public interest, whereas the Thai patent law 

does not have such a limitation.209 With this additional word “especially,” the scope 

of circumstances in which compulsory licenses can be granted for the public interest 

may be interpreted more narrowly in South Korea than in Thailand. In the enfuvirtide 

case, for example, the Commissioner of KIPO recognized that a measure for the 

supply of enfuvirtide was necessary for the public interest, but finally rejected a 

compulsory licensing application to increase access to this medicine, stating that this 

application did not meet the requirement of a special need for compulsory 

licensing.210 Lastly, the Thai patent law defines the purpose of compulsory licensing 

for the government use as “the public service,” while the Korean patent law defines it 

as “the public interest.” This difference in legal terminology may have significant 

impacts upon whether governments think they should or should not use compulsory 

licensing actively: in practice, the term “public interest” can be interpreted more 

restrictively than “public service.”211 With the term “public interest” used in the 

Korean law, the number of patients that would be affected, for example, should be 

considered as an important factor by the Korean government for their compulsory 

licensing decisions. However, it would be very difficult to determine how many 

                                                             
209 See KPA, art. 107 (1) (iii). However, if a compulsory license is to be granted for “government use” 
for the public interest, such compulsory license does not need to be “especially” necessary. See KPA, 
art. 106-2 (1). 
210 The Commissioner of Korean Intellectual Property Office, Jun. 19, 2009, 2009 Jae-tong 2 Decision. 
211 See e.g., Bundesgerichtshof, Polyferon, Decision of 5 December 1995 X ZR 26/92, IIC 28 (1997) 2, 
245 (concluding that there would be no universally valid definition of public interest and this general 
term would be subject to change). 
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patients are sufficient to pass this threshold of “the public interest.” In contrast, with 

the “public service” term used in the Thai law, the Thai government would only be 

required to determine whether targeted patients are better served or treated in public 

facilities, not whether the number of these patients is sufficiently large to meet the 

requirement of “the public interest.” This issue was actually debated by patent owners 

in the two compulsory licensing cases of South Korea. In the imatinib case, Novartis 

argued that the number of Korean patients targeted by this compulsory license was 

only about 600, and that this number was insufficient to meet the legal grounds for 

“the public interest” to permit compulsory licensing.212 Roche similarly argued, in the 

enfuvirtide case, that the number of targeted HIV/AIDS patients in South Korea was 

only about 155. The Commissioner of KIPO also seemed to consider the number of 

targeted patients seriously when it rejected the compulsory licensing applications for 

these medicines, although it did not mention it explicitly as a reason for the rejection. 

The second difference in compulsory licensing provisions of both countries’ 

patent laws is the scope of legal authority used to grant such compulsory licenses. 

The scope of government agencies or departments which can grant compulsory 

licenses is broader in Thailand than in South Korea (Table A). In Thailand, any 

ministry, bureau or department of the government can grant a compulsory patent 

license in Thailand for the public service on the grounds of “government use.”213 In 

                                                             
212 Jin-ok Byun, at 17, available at http://www.aidsmove.net/main/zbxe/data/4954/page/1 (in Korean, 
last visited Feb. 15, 2014).  
213 See Section 51 of the Thai Patent Act B.E. 2522 (1979) (“In order to carry out any service for public 
consumption or which is of vital importance to the defense of the country or for the preservation or 
realization of natural resources or the environment or to prevent or relieve a severe shortage of food, 
drugs or other consumption items or for any other public service, any ministry, bureau or department 
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contrast, only the Commissioner of KIPO can grant compulsory licenses in South 

Korea.214 This marked difference in the legal authority able to effect compulsory 

licensing may affect the results of these cases in both countries because some 

government agencies or departments may possess different policy priorities than 

others. With nearly unlimited scope of the legal authorities able to grant compulsory 

licenses, the Thai Ministry of Public Health – whose primary policy goal is to 

promote the public health in Thailand – could grant several compulsory licenses to 

increase access to medicines between 2006 and 2008. On the contrary, the Korean 

Ministry of Public Health could not do the same in the two compulsory licensing 

cases in South Korea because it did not have the legal authority to determine whether 

to grant compulsory licenses to increase access to medicines. Such legal authority is, 

by law, exclusively dominated by the Commissioner of KIPO, whose primary policy 

goal is to promote the creation of useful inventions South Korea. If the Korean patent 

law, as the Thai patent law did, had allowed any government agency or department to 

grant compulsory licenses, the two applications for compulsory licensing to increase 

access to imatinib and enfuvirtide (which was rejected by the Commissioner of KIPO) 

could have been accepted, given that the NHRCK, a government agency, actually 

determined that a compulsory license should be granted to increase access to 
                                                                                                                                                                              
of the Government may, by themselves or through others, exercise any right under Section 36 by 
paying a royalty to the patentee or his exclusive licensee under paragraph 2 of Section 48 and shall 
notify the patentee in writing without delay, notwithstanding the provisions of Section 46, 46bis and 
47.”). However, the Director-General has the authority to grant a compulsory license when an 
application is filed by a third party for the grant of a compulsory license. See Sections 46 and 46bis of 
the Thai Patent Act. 
214 The only exception to this rule is when a compulsory license is granted for the working of another 
patent involving an important technological advance of considerable economic significance in South 
Korea. In this case, not the Commissioner of KIPO but the Patent Tribunal has the legal authority to 
grant compulsory licenses. See KPA, art. 138. 
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enfuvirtide and recommended the Commissioner of KIPO to grant a compulsory 

license for this medicine.215  

 

b. Legislation for the Right to Health 

If the right to health is recognized by law in a country, the government of this 

country must make efforts to facilitate any necessary conditions so that everyone can 

be as healthy as possible. This right is recognized as a fundamental human right and 

is enshrined in a number of international norms, such as the Constitution of the World 

Health Organization, the United Nations Charter, the Universal Declaration on 

Human Rights, and the Convention on the Rights of the Child. The most prominent 

human rights instrument that explicitly recognized the right to health is the 

International Covenant on Economic, Social and Cultural Rights (ICESCR).216 

Article 12 of the ICESCR provides a legally-binding right to health and Article 2 

imposes legal obligations on all states parties to co-operate internationally to realize 

this right. Recognition of this right has an important meaning in relation to 

compulsory licensing to increase access to life-saving medicines. In 2001, the United 

Nations Commission on Human Rights adopted a resolution of “Access to 

Medication in the Context of Pandemics such as HIV/AIDS,” which confirmed that 

access to these life-saving medication is a fundamental element for “achieving 

progressively the full realization of the right of everyone to the enjoyment of the 

                                                             
215 See The National Human Right Commission of Korea, June 15, 2009.  
216 International Covenant on Economic, Social and Cultural Rights, GA res. 2200A (XXI), 21 UN 
GAOR Supp. (No. 16) at 49, UN Doc. A/6316 (1966); 993 UNTS 3; 6 ILM 368 (1967) [hereinafter 
ICESCR]. 
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highest attainable standard of physical and mental health.”217 As access to medicines 

is an important element of this right, a country which has recognized this right may 

more actively consider compulsory licensing to increase access to patented 

medicines.  

Interestingly, there is little difference in domestic legislation for the 

recognition of the right to health between Thailand and South Korea. This right has 

been recognized by law in both countries. The 1997 Thailand Constitution originally 

recognized “the right to receive public health and welfare services from the State,” 

and this right was confirmed again, without any change, in the 2007 Constitution.218 

In 1999, Thailand also ratified the ICESCR which recognizes the right to health and 

requires state parties to make sure that their citizens have access to medicines and 

healthcare services.219 This constitutional right was outlined and implemented in the 

eighth National Economic and Social Development Plan and the National Plan for 

AIDS Prevention and Alleviation in Thailand. In South Korea, the right to health is 

also recognized by the Korean Constitution220 and was confirmed again by the Korean 

Constitutional Court in 2005.221 Based on a comparison of both countries’ domestic 

legislation for the right to health, it is difficult to tell whether domestic legislation for 

                                                             
217 United Nations Commission on Human Rights, 57th Session, Resolution 2001/33, “Access to 
Medication in the Context of Pandemics such as HIV/AIDS,” April 2001. 
218 See The 2007 Thailand Constitution, art. 51 (“A person shall enjoy an equal right to receive 
standard public health service, and the indigent shall have the right to receive free medical treatment 
from public health centers of the State. A person shall have the right to receive public health service 
which provided by the State thoroughly and efficiently. A person shall have the right to receive proper 
prevention and eradication of harmful contagious diseases without charge in a timely manner.”). 
219 See ICESCR, art. 12. 
220 See Korean Constitution, art. 36.3 (“All citizens are under the protection of the government with 
respect to public health.”). 
221 See Korean Constitution Court, 2001 Heon-ba 87 Decision, March 31, 2005. 
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the right to health can affect on the government’s decision on whether to grant 

compulsory licenses to increase access to medicines.  

 

7. Shares of Public and Out-of-Pocket Health Expenditure  

The share of public and out-of-pocket health expenditure (as a percent of total 

health expenditure) can have a notable impact on the government’s decisions on 

whether to grant compulsory licenses. Governments which are operating extensive 

public healthcare programs have a greater motive to grant compulsory licenses in 

order to reduce their expenditures on medicines that are provided through their public 

healthcare programs. This motive can be even greater if they have scarce resources to 

fund their public healthcare programs.  

In this regard, the Thai government could have a greater motive than the 

Korean government to use compulsory licensing to increase access to medicines 

because the share of public health expenditure in the total health expenditure was 

greater in Thailand than in South Korea (Table 4). In 2007 for example, Thailand’s 

health expenditure in the public sector was 76.3% of total health expenditure, while 

South Korea’s was only 55.8% (Table 4). The share of health expenditure in the 

public sector (as a percent of total health expenditure) of Thailand was much higher 

than the average of all countries in the same income group (which refer to lower-

middle income countries until 2010, and upper-middle income countries since 

2011).222 In contrast, South Korea’s share of public health expenditure (as a percent 

                                                             
222 See The World Bank, Changes in Country Classifications, posted on Jul. 1, 2011, available at 
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of total health expenditure) was lower than the average share of all countries in the 

same income group (high-income OECD countries) (Table 4). At the same time, the 

share of out-of-pocket health expenditure of the total health expenditure was much 

lower in Thailand than South Korea (Table 4). In 2007, for example, it was only 14.5% 

in Thailand, while it was 34.7% in South Korea (Table 4). The share of out-of-pocket 

health expenditure of the total health expenditure of Thailand was also significantly 

lower than that of other countries in the same income group (Table 4). However, this 

same share from South Korea was over twice the average of the share of other 

countries in the same income group (Table 4). 

This implies that, even when adjusted for its national income level, Thailand 

could have a strong motive to grant compulsory licenses to increase access to 

medicines in order to reduce its health expenditure in the public sector. South Korea 

would therefore have a much weaker motive in this regard. The share of public health 

expenditure (as a percent of total health expenditure) is high in Thailand because its 

public sector health systems (as the GPO and the 30-Baht System) play important 

roles in the manufacturing and distribution of generic medicines, which is not the case 

in South Korea. The Korean government also operates a universal health insurance 

system, but in South Korea almost all medicines are imported or manufactured in the 

private sector. Accordingly, compulsory licensing could not have saved the Korean 

government’s health expenditure significantly.  

 

                                                                                                                                                                              
http://data.worldbank.org/news/2010-GNI-income-classifications. 
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D. Implications for the Use of Compulsory Licensing 

Review and comparison of compulsory licensing cases in Thailand and South 

Korea provides several implications on how compulsory licensing is related to 

various factors. Consideration of these factors is necessary for informed decision-

making by developing countries which consider the use of compulsory licensing to 

increase access to medicines. As the Thai cases showed, compulsory licensing can 

increase access to patented medicines and result in great health benefits by reducing 

drug prices significantly. Its suspected negative effects on the business of patent 

owners, export of other products, and foreign direct investment can be seen as 

insignificant. The different results of compulsory licensing cases in between Thailand 

and South Korea imply that a government’s political structure, will and policy 

preferences matter in its use of compulsory licensing. Other influential factors of 

compulsory licensing include: income level, burden of life-threatening diseases (such 

as HIV/AIDS and cancer), the government’s economic burden in operating its public 

health insurance system, technology development capabilities in the pharmaceutical 

industry, legal terminology used for prescribing the grounds of compulsory licensing, 

and the scope of legal authorities able to grant compulsory licenses. Therefore, 

developing countries suffering from limited access to medicines because of patent 

protection must take into account all these factors for their decisions on whether to 

grant compulsory licenses. In particular, some of these countries enacted their patent 

laws (often including compulsory licensing provisions) by borrowing most of the 

provisions from the patent laws of developed countries – with little or no changes. 
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Developing countries must review their compulsory licensing provisions carefully so 

as to ensure that there are no legal terms that can significantly limit the grounds of 

compulsory licensing or the scope of legal authorities able to grant compulsory 

licenses because these provisions may create serious legal barriers to their use of 

compulsory licensing.  

 

III. An Overview of Compulsory Licensing Data for 193 Countries 

To date, many scholars and activists have argued both for and against the use 

of compulsory licensing to increase access to patented medicines, but with 

insufficient evidence. This section provides a summary of descriptive statistics on 

compulsory licensing-related cases in 193 countries. Based on this overview of 

compulsory licensing cases, I discuss some socioeconomic factors that may impact a 

government’s use of compulsory licensing – whether such use is merely to threaten to 

grant a compulsory license, or to in fact grant compulsory licenses. This data is 

reviewed with a focus on whether and how a government’s use of compulsory 

licensing is related to socioeconomic factors, such as: national income, health 

insurance system, industrial structure, burden of disease, strategies of patent owners, 

vulnerability to trade retaliation, and availability of generic medicines. This review 

may provide some useful information on how various and sometimes conflicting 

arguments pertaining to the effects of compulsory licensing should be evaluated by 

developing countries who may consider using compulsory licensing to increase 

access to medicines.  
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A. Data and Classification 

1. Compulsory Licensing Data for 193 Countries 

Compulsory licenses can be granted for various intellectual property rights 

such as copyright and patent right. However, the data for this overview only includes 

compulsory licensing cases (regardless of whether they were actually granted by the 

government or not) that have been requested or granted for patented medicines since 

the TRIPS Agreement was put into force in 1994. As no single dataset is yet available 

for these cases, I have created a dataset on the basis of various publications relating to 

compulsory licensing cases that have occurred in 193 countries. The data was based 

on an internet-search with relevant keywords, and includes and identifies multiple 

publications such as scholarly articles, official government announcements and 

decisions, court decisions and news articles.223 The two main sources of this data for 

cases between 1994 and 2008 are a research note on compulsory licensing cases 

published by the Knowledge Ecology International in 2007 (“KEI Note”)224 and a 

report on compulsory licensing cases published by the National Board of Trade of 

                                                             
223 Keywords used for this internet-search were (performed in February 2013) “compulsory license + 
medicine”, “compulsory licensing + medicine”, “compulsory patent licensing + medicine”, “non-
voluntary license + medicine”, “non-voluntary licensing + medicine” and “non-voluntary patent 
licensing + medicine”. Pertinent results of this internet-search were then reviewed carefully by the 
author to determine if they were actually compulsory licensing-related cases aimed at increasing access 
to medicines. Next, information on the years, countries, income-categories, names of medicines and 
target diseases of these cases were collected (see Table 5). These cases were then classified as rejected, 
settled or granted cases. If necessary, additional internet-research was performed for such information 
collection and case classification. The main source of information for each case was recorded in Table 
5. In this endeavor, priority was given to two reputable data sources (KEI Note and Swedish Report) 
and government documents. For example, if information on a particular case was available in the KEI 
Note, government decisions and in news articles, the source of the case was cited as “KEI and 
Government decision” in Table 5. Detailed information on the source of these cases is included in 
Table 5. 
224 See KEI Note. 
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Sweden in 2008 (“Swedish Report”).225 The Swedish Report was used as a 

complimentary source to identify compulsory licensing cases that were missing in the 

KEI note. Cases after the Swedish Report were identified by other publications 

related to compulsory licensing.  

For the purpose of this overview, the number of compulsory licenses was 

counted on the basis of the number of drugs for which compulsory licenses were 

requested, threatened or granted. For example, if a country announced compulsory 

licensing for two drugs to increase the coverage of HIV/AIDS treatment in its 

territory, the number of compulsory licenses in this country was counted as two, not 

one. For this review, compulsory licensing-related cases were identified for 192 

countries which are the member states of the UN, in addition to Taiwan. (Although 

Taiwan is not a UN member, it was counted as an independent country for this review 

because it has been operating its own compulsory licensing regulations and has 

actually granted a compulsory license on its own, separately from China.226) 

 

2. Classification of Compulsory Licensing-Related Cases 

For this review, all compulsory licensing-related cases (all cases) were 

classified into three categories: (i) rejected cases, (ii) settled cases and (iii) granted 

                                                             
225 Kommerskollegium of Sweden, Report, The WTO Decision on Compulsory Licensing: Does It 
Enable Import of Medicines for Developing Countries with Grave Public Health Problems? (2008), 
available at http://www.kommers.se/Documents/dokumentarkiv/publikationer/2008/rapporter/report-
the-wto-decision-on-compulsory-licensing.pdf (last visited Feb. 19, 2014). 
226 The Taiwanese government granted a compulsory patent license to allow domestic production of 
oseltamivir (trade name: Tamiflu®), a drug for the prevention and treatment of avian flu in 2005. For 
more information, see International Centre for Trade and Sustainable Development, Taiwan Issues 
Compulsory License for Tamiflu, Nov. 30, 2005, available at http://ictsd.org/i/ip/39838/ (last visited 
Feb. 19, 2014). 
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cases. A “rejected case” refers to a compulsory licensing case where a third party 

(such as patients’ group, activists or generic medicine manufacturer) applied for a 

compulsory patent license to increase access to medicines, but the request was 

rejected by the government. A “settled case” refers to a case in which a government 

settled with a patent holder to lower the drug price under the threat of using a 

compulsory license. A “granted case” refers to a case where a compulsory license 

was actually granted by a government agency, regardless of whether it was initiated 

by the request of a third party or by a government. “All cases” refers to all 

compulsory licensing-related cases identified, regardless of whether compulsory 

licenses were actually granted or not. In other words, all cases are the sum of 

rejected, settled and granted cases. These should be distinguished from, “effective 

cases” which refers to settled and granted cases only. This is because these cases 

actually served a force and effect on the reduction of drug prices, whether through a 

settlement made under the threat of compulsory licensing or by the issuance of a 

compulsory license. The basis of an effective case is whether it had an impact on the 

reduction of drug prices (and therefore increased access to medicines). These 

categories for compulsory licensing-related cases will be also used for the discussions 

of the logistic regression analysis in Chapter 3.IV, which uses the same data. 

  

B. Findings and Discussions 

Based on the above-mentioned research and the inclusion criteria, a total of 55 

compulsory licensing-related cases were identified: 14 rejected cases, 13 settled cases 
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and 28 granted cases (Table 5).227 Out of 193 countries, 27 countries have 

experienced compulsory licensing-related cases of any kind (whether they were 

rejected, settled or granted) with regard to access to medicines, and only 17 countries 

have actually granted compulsory licenses to increase access to medicines.228 

 

1. Summary of All Cases  

A total of 55 compulsory licensing cases occurred between 1994 and 2013: 38 

cases occurred within 19 different low- and middle-income countries (LMICs), and 

17 cases occurred within 7 different high-income countries (HICs) (Table 5 and 

Figure 1).  

WTO members are allowed to grant compulsory licenses to increase access to 

medicines according to Article 31 of the TRIPS Agreement, which was executed in 

1994. As seen in Figure 1, however, compulsory licenses were rarely requested or 

granted in either LMICs or HICs until the Doha Declaration reconfirmed the right of 

WTO members to fully use the TRIPS flexibilities (including compulsory licensing) 

to protect public health in 2000.  

After the Doha Declaration, the number of cases and the number of countries 

that experienced any cases collectively increased in both LMICs and HICs, although 

they had different needs and interests in the use of compulsory licensing (Figures 1 

and 2). LMICs were largely interested in the use of compulsory licensing in order to 

                                                             
227 The number does not count the threatened compulsory licensing for imatinib (Gleevec®) in Brazil 
because the year of case was not verified by this review. 
228 These countries are Brazil, Canada, Ecuador, Eritrea, Ghana, Guinea, India, Indonesia, Israel, Italy, 
Malaysia, Mozambique, Swaziland, Taiwan, Thailand, Zambia and Zimbabwe.  
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reduce the high prices of patented medicines, regardless of whether compulsory 

licensing was urgently needed or not. In contrast, HICs were interested in responding 

to public health emergencies (such as anthrax attacks and the outbreak of avian flu) 

quickly, and not so much interested in reducing the price of patented medicines. 

Accordingly, there have been only two compulsory licensing-related cases in HICs 

since the risk of these public health emergencies decreased in 2008, whereas 11 cases 

have occurred in LMICs since 2008 (Figures 1 and 2).  

The data for all cases also shows that the need for compulsory licensing has 

existed for both infectious and chronic diseases. The four major diseases targeted by 

all compulsory licensing-related cases in 193 countries between 1994 and 2013 were 

HIV/AIDS (53%), cancer (18%), the avian flu (7%) and cardiovascular diseases (7%) 

(Figure 3). The share of HIV/AIDS-related compulsory licensing cases in all cases is 

decreasing, whereas the share of cancer-related compulsory licensing cases in all 

cases is growing. The fact that compulsory licensing was required for these four 

diseases implies that pharmaceutical manufacturers became more interested in 

developing new medicines for the treatment of these four diseases and in getting 

patent rights for them.229  

 

2. Summary of Effective Cases 

Effective cases represent those where governments succeeded in reducing the 

                                                             
229 For example, PCT publications referring to avian influenza or H5N1 virus have increased fast since 
2004 (See figure in WHO, Annex to the Working Paper on Patent Issues Related to Influenza Viruses 
and Their Genes: Patent Landscape for the H5 Virus, at 5, available at 
http://www.who.int/csr/disease/influenza/avian_flu_landscape.pdf. 
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prices of patented medicines and in increasing access to medicines by using 

compulsory licensing, whether they actually granted a compulsory license or simply 

threatened to do so as a method for negotiating with patent owners. Either way, the 

outcomes in this category center on an effective price reduction for these medicines.  

A total of 41 effective cases occurred in 193 countries between 1994 and 2013. 

Among these effective cases, 13 were settled cases and 28 were granted cases. Thus, 

the number of settled cases was only about half of the number of granted cases. 

While there may be a variety of reasons for this difference,230 it appears to imply that 

it is difficult to address the access to medicine problem through settlements between 

governments and pharmaceutical manufactures. 30 effective cases occurred in 17 

LMICs, and 11 effective cases (5 settled cases and 6 granted cases) occurred in 7 

HICs (Table 5 and Figure 4). Only 8 out of the 30 effective cases were settled in 

LMICs, while 5 out of the 11 effective cases were settled in HICs. Again, this seems 

to imply that settlement is more difficult in LMICs than in HICs overall although 

other reasons might also exist for the difference in the numbers of settled and granted 

cases in between LMICs and HICs. 

The yearly trend of effective cases is similar to that of all cases. There had 

been few effective cases until the Doha Declaration reaffirmed the right of WTO 

members to use the TRIPS flexibilities in 2000. However, the number of effective 

cases and the number of countries where those effective cases occurred increased 

after the Doha Declaration. There has been only one effective case among HICs since 
                                                             
230 For example, it is possible that maybe settlements were sought less often than grants of compulsory 
licenses by those countries which were considering the use of compulsory licensing to increase access 
to medicines. 
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the risk of public health emergencies such as anthrax attacks and the outbreak of 

avian flu decreased in 2008, while 8 effective cases have occurred in 5 LMICs since 

2008 (Figures 4 and 5).  

The targeted diseases of effective cases are also similar to those of all cases. 

Compulsory licensing was effective in reducing the price of medicines for the 

treatment of both infectious and chronic diseases. The four major diseases targeted by 

compulsory licensing in effective cases between 1994 and 2013 were HIV/AIDS 

(59%), cancer (12%), the avian flu (10%) and antibiotics (7%) (Figure 3). This 

implies that compulsory licensing to increase access to HIV/AIDS medicines was 

more effective in reducing the price of those medicines than for others. It may also 

imply that a strong consensus on fighting HIV/AIDS existed in between governments 

and patent owners, and in between developed and developing countries.  

While the difficulty of achieving settlements may not be the only reason for 

the difference in the numbers of settled and granted cases, settlements do seem to be 

more difficult or at least, are less sought after by the governments as the solution to 

reducing the price of patented medicines. 12 out of 26 effective cases were settled 

between 1994 and 2006. In contrast, there has been only 1 settled case since 2007, 

while 14 compulsory licenses were actually granted during this period (Figures 4 and 

5).231 Among various reasons that make these settlements difficult is the disagreement 

between governments and patent owners over the amount of compensation to be paid 

to patent owners for the use of patented inventions under compulsory licensing. 

                                                             
231 There are several compulsory licensing cases not included in Figure 5 because their results are not 
verified.  
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Article 31(h) of the TRIPS Agreement only provides that “adequate remuneration” 

should be given to patent owners, with no further details. The amounts of 

compensation determined by the governments of developing countries were 

apparently not acceptable to most patent owners. Settlements in disputes over the use 

of compulsory licensing to increase access to medicines can be even more difficult in 

countries where universal health coverage is in effect, because the governments of 

these countries have a strong motive to reduce as much as possible the cost of 

patented medicines covered by their health insurance programs. Settlements can be 

also difficult in countries where the right to health is recognized strongly by their 

domestic legislation because in these countries governments are required to take 

affirmative measures to increase access to medicine.  

 

3. Influential Factors of Compulsory Licensing in a Country  

As seen in the comparison of compulsory licensing cases in Thailand and 

South Korea, government decisions on compulsory licensing can be related to various 

factors. Among these various factors, national income level, strength of patent 

protection, WTO membership, Least-Developed Country (LDC) status and domestic 

legislation of compulsory licensing should be reviewed in detail using the data, 

particularly in the context of how they may be related to the use of compulsory 

licensing.  

 

a. National Income Level 
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Comparing the number of compulsory licensing cases among the 5 national 

economic groupings (based on income categories set by the World Bank) shows that 

the number of compulsory licensing cases in a country can be related to its national 

income level and whether it is an LDC (Table 6).  

The number of compulsory licensing cases was different in each of the 5 

income groups. First, there were only 6 granted cases in a total of 52 low-income 

economies between 1994 and 2013 (Table 6).232 In this income group, Eritrea, Ghana, 

Guinea, Mozambique, Zambia and Zimbabwe are the countries that experienced 

compulsory licensing-related cases. All of these 6 compulsory licenses were granted 

to import generic antiretroviral drugs between 2002 and 2005. In the next income 

category, there were 5 rejected cases, 1 settled case and 20 granted cases in a total of 

56 lower-middle income economies between 1994 and 2013 (Table 6). This is the 

income group that recorded the greatest number of compulsory licensing cases, 

compared to other income groups. 16 out of 20 granted cases were concentrated in 

two countries: Indonesia (9) and Thailand (7). While all of the compulsory licenses 

granted in Indonesia were for antiretroviral medicines, only 2 compulsory licenses out 

of 7 in Thailand were granted for antiretroviral drugs. The others (4) were granted to 

increase access to cancer drugs, and a medicine (1) for cardiovascular disease. In the 

next category, there were 2 rejected cases, 7 settled cases and 2 granted cases in a 

total of 41 upper-middle income economies between 1994 and 2013 (Table 6). The 

                                                             
232 Income categorization of economies is based on the standards of the World Bank. Economies in 
Table 2 are not identical to the members of the United Nation. As Taiwan is classified by the World 
Bank as a high income economy, it was listed in the column ‘High-income (non-OECD) economy’ of 
Table 2. 
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number of settled cases was the highest in this income group. In the fourth category, 

there were only 2 granted cases in a total of 36 high-income (non-OECD) economies 

between 1994 and 2013. And in the final income category there were 5 rejected 

cases, 3 settled cases and 4 granted cases in a total of 25 high-income (OECD) 

economies (Table 6). This shows that the need for compulsory licensing existed not 

only in LMICs but also in HICs, particularly in OECD members, although there has 

been only one settled case in HICs after 2007. The last two compulsory licenses were 

granted by Italy and Canada in 2007. The compulsory license granted in Canada was 

not for domestic use, but only for the export of an antiretroviral medicine to a low-

income country, Rwanda, as allowed by the 2003 WTO General Council’s decision 

on the implementation of Paragraph 6.233 

This simple comparison of the numbers of compulsory licensing cases in 

different income groups may have some implications. First, a country’s experience of 

compulsory licensing cases may be related to the country’s national income level. 

Comparing compulsory licensing cases among countries of different income groups 

shows that compulsory licenses have been granted more often in low-income 

countries than in high-income countries. Second, the number of compulsory licensing 

cases may increase in low-income economies after the transition period from LDCs 

ends.234 While the number of compulsory licensing cases was 26 in lower-middle 

                                                             
233 On May 14, 2005, Canada’s Access to Medicines Regime (CAMR) came into force, implementing 
the August 30, 2003, decision of the General Council of the WTO which waived two provisions of the 
TRIPS Agreement thought to be a barrier to developing countries (including LDCs)’ access to 
medicines. The countries eligible to import and a pre-approved list of pharmaceutical products eligible 
to be exported under the CAMR are listed in Schedules 1 to 4 of the Canadian Patent Act. 
234 The TRIPS Agreement allowed all LDCs a transition period to apply the TRIPS obligations, and 
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income economies, the number of compulsory licensing cases was only 6 in low-

income economies (Table 6). In other words, the number of compulsory licensing 

cases was not highest in the poorest income group. This interesting result can be 

explained by the fact that many of low-income economies are LDCs, which are 

temporarily waived from their obligations to implement the TRIPS requirements. 

There are only 6 LDCs out of 56 lower-middle income economies, while there are 38 

LDCs out of 52 low-income economies (Table 6). Lastly, it appears that settlement of 

disputes over compulsory licensing can be more difficult for a poor country than for a 

rich country. Table 6 shows that there were more granted cases than settled cases in 

low-income and lower-middle income groups.  

b. Strength of Patent Protection or the Extent of Innovative 

Activities 

The patent system was designed to increase innovative activities by granting 

patent rights for new and useful inventions. Accordingly, a country having many 

innovative activities by its residents or hoping to foster knowledge-based industries 

would want to protect patent rights strongly and to avoid compulsory licensing unless 

needed. Middle-income countries are particularly concerned about the negative 

effects of compulsory licensing on technical development. This next section reviews 

in detail the relationship between the strength of patent (or intellectual property) 
                                                                                                                                                                              
this transition period was extended from Jul. 1, 2013 to Jul. 1, 2021 by the TRIPS Council’s 2013 
decision. For pharmaceuticals, the Doha Declaration had already instructed the TRIPS Council to 
extend the period for LDCs to comply with the TRIPS obligations until 2016, and the TRIPS Council 
adopted a decision implementing this instruction in 2002. See WTO. Intellectual Property: Least 
Developed Countries: Responding to Least Developed Countries’ Special Needs in Intellectual 
Property, available at http://www.wto.org/english/tratop_e/trips_e/ldc_e.htm (last visited Feb. 28, 
2014). 
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protection, the extent of innovative activities, and the number of compulsory 

licensing cases by comparing three indexes available in the literature. This review 

involves two overarching questions: First, how can the strength of patent (or 

intellectual property) protection or the extent of innovative activities in different 

countries can be assessed and compared? Second, how is the number of compulsory 

licensing cases in a country related to the strength of patent (or intellectual property) 

protection, or the extent of innovative activities?  

 

(1) Assessment of Patent Protection, Intellectual Property 

Protection and the Extent of Innovative Activities  

To assess the strength of patent (intellectual property) protection or the extent 

of innovative activities, it is important to identify the factors to be considered at the 

national level and to measure these factors carefully. Both of these are challenging 

tasks. Nevertheless, recent intensified interest on the economics of intellectual 

property protection has led to the development of three indexes that aim to capture the 

strength of patent (or intellectual property) protection or the extent of innovative 

activities.  

The first index was developed by Ginarte and Park and updated later by Park 

to 2005, to represent the strength of patent rights for 110 countries between 1960 and 

1990 (“GPI”).235 This index indicates the strength of patent protection in a country 

                                                             
235 Juan C. Ginarte & Walter G. Park, Determinants of Patent Rights: A Cross-National Study, 26 
Research Policy 283 (1997); Walter G. Park, International Patent Protection: 1960-2005, 37 Research 
Policy 761 (2008). 
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using the sum of five separate scores for (i) the scope of patentable subject matters, 

(ii) membership in international treaties, (iii) duration of patent protection, (iv) 

enforcement mechanisms, and (v) restrictions to patent rights such as compulsory 

licensing. The effect of international intellectual property treaties such as the TRIPS 

Agreement was also reflected in this index. The second index is more of a sub-index 

for intellectual property protection, which was first designed by Horst in 2007 (and 

has been updated annually) to indicate the strength of protection of private property 

(“IPRI-IPR”).236 While the GPI represents the strength of protection of patent rights 

only, the IPRI-IPR indicates the strength of protection for the whole of intellectual 

property rights, such as patents, copyrights and trademarks. The IPRI-IPR is 

determined on the basis of a) expert survey responses on intellectual property 

protection, b) the strength of patent protection (as determined by the GPI), c) extent 

of copyright piracy, and d) strength of trademark protection. The third index was 

designed by the European Institute for Business Administration (also known as 

“INSEAD”) in 2007 (and updated to 2013 later), to indicate the extent of innovative 

activities (“GII”) in a country.237 Whereas both the GPI and the IPRI-IPR focus on the 

laws and regulations in place in assessing the strength of intellectual property rights 

in a country, the GII focus on various socio-economic factors related to innovative 

activities within a country. This index consists of two sub-indexes: an input index and 

                                                             
236 Francesco D. Lorenzo, International Property Rights Index: 2013 Report, Washington, DC, 
Property Rights Alliance. The three components of the IPRI are LP, PPR and IPR: IPR represents the 
strength of intellectual property protection.  
237 Cornell University, INSEAD & WIPO (2013), THE GLOBAL INNOVATION INDEX 2013: THE LOCAL 
DYNAMICS OF INNOVATION, Geneva, Ithaca, and Fontainebleau (6th edition, Soumitra Dutta and Bruno 
Lanvin, edits.). 



126 
 

an output index. The input index captures five elements of the national economy that 

may enable innovative activities: institutions, human capital and research, 

infrastructure, market sophistication and business sophistication. The output index 

captures two types of actual evidence of innovative outputs: “scientific outputs” (such 

as inventions protected by patent rights) and “creative outputs” (such as writings 

protected by copyright). 

Comparing these three indexes provides three important findings on the 

relationship between the strength of patent (or intellectual property) protection and 

the extent of innovative activities in a country. First, some argue that comparing the 

GPI with the GII shows that the GPI ranking is not always proportionate to the GII 

ranking. This implies that the strong protection of patent rights might not be the only 

influential factor for a high level of innovative activities in a country,238 and that the 

extent of innovative activities can be significantly high in some countries where 

patent rights are not strongly protected (Table 7).239 In the following countries, for 

example, the extent of innovative activities is significantly lower than the strength of 

patent protection: the Philippines (40.4%), Algeria (39.8%), Togo (30.7%), Nigeria 

(29.6%), Cameroon (29.8%), Venezuela (29.5%), Niger (25.0%), Morocco (23.8%), 

Trinidad Tobago (22.6%), Botswana (23.1%), Ecuador (22.4%), Benin (22.2%), 

South Africa (21.2%), Panama (21.2%), Greece (20.7%), Bolivia (20.2%) and Gabon 

                                                             
238 For example, innovators may choose the place of innovation on the basis of various factors such as 
regulations, tax benefits and skilled labor in a country or region.   
239 Although the lists of countries for both indexes are not exactly the same and there is a time gap 
between both indexes, comparing the ranks of countries for both indexes can provide useful 
information. 
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(20.0%).240 In contrast, the extent of innovative activities is significantly higher than 

the strength of patent protection in the following countries: Costa Rica (-47.1%), 

Mauritius (-44.6%), Guyana (-41.8%), Thailand (-38.5%), Saudi Arabia (-33.5%), 

Iceland (-33.5%), Hong Kong, China (-27.9%), Malta (-26.5%), Cyprus (-24.4%), 

Malaysia (-20.9%) and Dominican Republic (-20.6%).241 This discrepancy between 

the strength of patent protection and the extent of innovative activities, whether the 

former is significantly greater than the latter or vice versa, is often found in LMICs. 

This implies that the strength of patent protection and the use of compulsory licensing 

in LMICs may have little effect on encouraging innovative activities, whereas the 

strength of patent protection and the use of compulsory licensing may indeed have 

such an effect in HICs. 

Another important finding here is that there is a discrepancy between the 

strength of patent protection and the strength of intellectual property protection in the 

same country. Comparison of the GPI and the IPRI-IPR shows that, in some 

countries, the strength of patent protection is significantly higher than that of the 

whole of intellectual property protections (Table 7). For example, the GPI rankings 

are higher than the IPRI-IPR rankings by 20% or greater in the following countries: 

Venezuela (43.8%), Algeria (36.5%), Ukraine (34.1%), Argentina (30.7%), El 

                                                             
240 These percentages represent the difference between the GPI and the GII in these countries. For 
example, the GPI is greater than the GII by 40.4% in the Philippines, which means the extent of 
innovative activities is still significantly low compared to the strength of patent protection in this 
country.  
241 These percentages also represent the difference between the difference between the GPI and the GII 
in these countries. For example, the GPI is smaller than the GII by 47.1% in Costa Rica. This means 
the extent of innovative activities can be significantly high without strong patent protection in this 
country.  
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Salvador (30.6%), Bulgaria (29.2%), Nigeria (25.2%), the Philippines (25.1%), Italy 

(23.6%), Ecuador (23.5%), Russia (22.6%), Romania (22.0%), Viet Nam (21.7%), 

Guatemala (21.4%) and Cameroon (21.2%). This means that, in these countries, 

patent rights are protected more strongly than other intellectual property rights (such 

as copyrights and trademarks). In contrast, the strength of patent protection is 

significantly weaker than that of the whole intellectual property protections in the 

following countries: Rwanda (-52.5%), Liberia (-46.9%), Saudi Arabia (-34.1%), 

Swaziland (-29.4%), Ethiopia (-29.2%), Malawi (-26.8%), Guyana (-

26.5%).Mauritius (-26.2%), New Zealand (-23.3%), Burkina Faso (-22.9%), Costa 

Rica (-21.9%) and Tanzania (-20.7%). This discrepancy between the strength of 

patent protection and that of the whole of intellectual property protections (whether 

the former is significantly greater than the latter or vice versa) is also found in many 

LMICs. This implies that the strength of patent in a country is not closely related to 

the strength of intellectual property protections on the whole, at least in LMICs.  

Lastly, comparison of the GII and the IPRI-IPR indicates that a discrepancy 

also exists between the extent of innovative activities and the strength of intellectual 

property protection (Table 7). In the following countries, the extent of innovative 

activities is significantly higher than the strength of intellectual property protections 

in general: Rwanda (44.5%), 41.3% (Benin), South Africa (25.6%), Burkina Faso 

(37.4%), Gabon (30.8%), Trinidad and Tobago (30.3%), Ethiopia (28.2%), Tanzania 

(27.8%), Ghana (25.7%), Jamaica (21.1%) and Malawi (20.4%). In contrast, the 

extent of innovative activities is significantly low compared to the level of intellectual 
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property protections in these following countries: Thailand (-32.4%), Viet Nam (-

29.7%), Costa Rica (-25.2%), Argentina (-22.4%), Ukraine (-21.8%) and China (-

20.4%). This discrepancy is also often found in LMICs. This implies that increasing 

the strength of intellectual property protection may not increase the extent of 

innovative activities in LMICs.  

 

(2) Relationship between Compulsory Licensing and Patent 

Protection, Intellectual Property Protection and the Extent of Innovative 

Activities 

In 160 countries identified by the combined country lists from the three 

indexes, a total of 53 compulsory licensing cases occurred (Table 7).242 Out of these 

cases, 14 were rejected cases (26%), 12 were settled cases (23%) and 27 were 

granted cases (51%). To review the relationship between the use of compulsory 

licensing on the one hand, and patent protection, intellectual property protection, and 

innovative activities on the other, the number of compulsory licensing-related cases in 

these countries were counted and compared for 4 groups of countries on the basis of 

their rankings for each index. 

First, the numbers of compulsory licensing cases in the 4 groups of countries 

created on the basis of the GPI ranking indicates that the extent of patent protection is 

little-related to the number of compulsory licensing cases (Table 8). However, it is 

                                                             
242 For this comparison of three indexes, Hong Kong, Puerto Rico and Taiwan were counted as 
countries. 53 out of 55 compulsory licensing cases (Table 5) occurred in countries whose information 
was available for at least one of the three indexes. 
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notable that there is only one compulsory licensing case (which was rejected) in the 

group of those countries ranked between 50% and 75% in the GPI. No compulsory 

license was settled or actually granted in this group. In contrast, 4 compulsory 

licenses were actually granted in the top 25 percent of the 122 countries of the GPI, 8 

were granted in the group of countries ranked between 25% and 50% and 14 were 

granted in the group of countries ranked in the bottom 25 percent. Other than the 

group of countries ranked between 50% and 75%, the number of rejected cases was 

higher for the group of countries providing stronger patent protection, and the 

number of granted cases was higher for the group of countries providing weaker 

patent protection.  

Second, the numbers of compulsory licensing cases in the 4 groups of 

countries created on the basis of the IPRI-IPR ranking indicates that the strength of 

intellectual property protection is little-related to the number of compulsory licensing 

cases (Table 9). The number of granted cases was high in the middle groups of this 

ranking: 18 out of 26 granted cases took place in countries ranked between 25% and 

75% on this index.  

Third, the numbers of compulsory licensing cases in the 4 groups of countries 

created on the basis of the GII ranking indicates that the extent of innovative activities 

is little-related to the number of compulsory licensing cases (Table 10). More 

compulsory licenses were, on average, actually requested, settled and granted in the 

groups of countries where more innovative activities take place. This implies that the 

use of compulsory licensing does not significantly decrease the extent of innovative 
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activities. 

In summary, the number of compulsory licensing cases does not seem to be 

related to the strength of patent protection, intellectual property protection or the 

extent of innovative activities. This implies that the negative effects of compulsory 

licensing on patent protection, intellectual property protection and innovative 

activities must not be exaggerated.  

 

c. WTO Membership and LDC status 

The TRIPS Agreement sets minimum standards for intellectual property 

protection and requires WTO members to abide by the terms and obligations 

prescribed under these standards, while allowing for a transition period during which 

LDCs do not have to provide patent protection for medicines until 1 January 2016.243 

This trend of strong patent protection, which has spread with the increasingly global 

nature of the market economy, has made the problem of limited access to patented 

medicines in developing countries worse. It has increased the need for developing 

countries with fewer resources and less ability to pay for expensive patented drugs to 

rely on compulsory licensing and other TRIPS flexibilities. Despite the challenges 

they face, the LDCs have had little reason to use compulsory licensing to allow the 

production or import of generic drugs because of the LDC’s transition period that 

temporarily exempts them from strict adherence to patent protections. This implies 

                                                             
243 Extension of the Transition Period under Article 66.1 of the TRIPS Agreement for Least-Developed 
Country Members for Certain Obligations with respect to Pharmaceutical Products, Decision of the 
WTO General Council for TRIPS of 27 June 2002 (IP/C/25), available at 
http://www.wto.org/english/news_e/pres02_e/pr301_e.htm. 
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that a country’s compulsory licensing may be influenced by whether it is a WTO 

member and whether it is an LDC. If a country is a WTO member but not an LDC, 

this country may have a greater need to grant a compulsory license compared to non-

WTO members or LDCs, other things being equal. 

Even if a country is not a WTO member, it may have to grant a compulsory 

license to allow the use of a patented invention for the public interest if it has 

domestic law to protect patent rights. However, comparing of the number of 

compulsory licensing cases of countries based on their WTO membership status 

indicates they are quite strongly related to each other (Table 6). Except Eritrea and 

Taiwan, all the countries where compulsory licenses have ever been requested, settled 

or granted were WTO members.  

Comparison of the number of compulsory licensing cases and LDC status 

does not provide a clear answer to the question of whether they are related to each 

other or not (Table 6).244 If a country is a WTO member and LDC, this country is 

waived from intellectual property obligations provided in the TRIPS Agreement, so it 

does not need, in theory, to grant compulsory licenses to increase access to patented 

medicines. However, Eritrea, Guinea, Mozambique and Zambia which are LDCs 

actually took the liberty of granting compulsory licenses to increase access to 

medicines. Nevertheless, being an LDC would discourage a country from using 

compulsory licensing because, as was noted above, the WTO transition period for 

LDCs allows them to use patented pharmaceutical inventions without issuing a 

                                                             
244 The list of LDCs is available at http://www.wto.org/english/thewto_e/whatis_e/tif_e/org7_e.htm. 
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compulsory license.  

 

d. Recognition of the Right to Health 

There are growing international interests in protecting the right to health. 

These interests have urged the global community to take steps to define the key 

elements of the right to health, and the attendant obligations that pertain to the state. 

The Universal Declaration on Human Rights, other international human right treaties 

and the domestic legislation of various countries have recognized the right to health 

or similar rights. Most notable, the Committee on Economic, Social and Cultural 

Rights245 issued General Comment 14, which concretely provides: (1) the normative 

contents of the right to health, (2) states’ core obligations to ensure minimum health 

services, (3) violations of the right to health and (4) standards for implementing the 

right to health.246  

Whether and how the right to health is recognized by law in a country may be 

a good indicator of how seriously the government of this country is committed to 

public health protection, which, in turn, may influence its use of compulsory licensing 

to increase access to medicines. However, it is difficult to assess the extent of such 

recognition of the right to health and how it is related to compulsory licensing 

because some confusion remains over the meaning and contents of the right to health. 

Measures and relevant data are not sufficiently available yet at this time. 
                                                             
245 The Committee on Economic, Social and Cultural Rights is a United Nations body of 18 experts 
that considers the five-yearly reports submitted by UN member states on their compliance with the 
ICESCR. 
246 For detailed information, see Lawrence O. Gostin, PUBLIC HEALTH LAW: POWER, DUTY, RESTRAINT 
278-283 (University of California Press, 2008). 
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Nevertheless, some scholars have proposed ideas to assess and compare the 

extent of the national recognition of the right to health. For example, Backman and 

his colleagues collected information for 194 countries and proposed 72 indicators that 

might be useful to monitor health systems and the progressive realization of the right 

to health.247 Among these indicators are the international and national recognitions of 

the right to health (Table 11). According to this study, only 56 out of all countries that 

had ratified the ICESCR have also included the right to health in their domestic 

legislation.248 This means that international recognition of the right to health is more 

widespread than national recognition. However, this study did not rank these 

countries on the basis of the information collected. Another effort to evaluate the 

national recognition of the right to health was made by Perehudoff. Based on the 

analysis of 186 accessible constitutions of countries party to the WHO, he found that 

135 out of 186 constitutions (73%) included some form of health provisions, 95 

(51%) mentioned more specifically the right to health facilities, goods and services, 

and 4 (2%) mentioned essential medicines as part of this right to health.249 He 

explained that a scoring system was devised for this analysis, but did not give specific 

scores for WHO members (Table 11).  

However, the results of these two studies do not clearly indicate whether and 

how compulsory licensing is related to a country’s national or international 

                                                             
247 Gunilla Backman et al., Health Systems and the Right to Health: An Assessment of 194 countries, 
372 The Lancet 2047 (2008). 
248 As of 2014, this covenant has 162 parties. 
249 Katrine Perehudoff, Health, Essential Medicines, Human Rights & National Constitutions, July 31, 
2008, available at http://apps.who.int/medicinedocs/en/m/abstract/Js17421e/. See also SK Perehudoff 
et al., Access to Essential Medicines in National Constitutions, Bull World Health Organ 2010;88 800, 
available at http://apps.who.int/medicinedocs/en/m/abstract/Js17951en/ 
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commitment to the right to health. According to the Backman’s study, the number of 

compulsory licensing cases does not seem to be related to the domestic recognition of 

the right to health: 26 out of 194 countries experienced any compulsory licensing 

cases, and only 8 out of these 26 countries recognized the right to health in their 

domestic legislation (Table 11). On the other hand, comparison of the number of 

compulsory licensing cases and the results of the Perehudoff’s study shows that the 

number of compulsory licensing cases can be related to the domestic recognition of 

the right to health. The results of this comparison indicate that 19 out of the 26 

countries with any experience with compulsory licensing cases have some mention of 

the right to health in their constitutions, and 8 of these 19 countries have placed this 

right on a high order of national responsibility. This implies that countries with the 

experience with compulsory licensing are more likely to have domestic legislation 

recognizing the right to health than countries with no experience of compulsory 

licensing, and vice-versa. These contradictory findings between the two studies might 

result from the fact that the right to health is hard to define and assess. As the 

meaning of the right to health and its key elements are not yet settled, the two studies 

used their own criteria to determine whether a particular constitution has recognized 

the right to health or not, yielding different results.  

 

e. Domestic Legislation for Compulsory Licensing  

(1) Common Legal Grounds for Compulsory Licensing  

WTO members are free to determine their own legal grounds for granting 
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compulsory licenses, and as a result, various legal grounds have been used to 

prescribe the circumstances in which compulsory licenses may be granted in different 

countries.250 Among these grounds are non-use (or insufficient use), anti-competitive 

remedy,251 government use, national emergency, national security, public interest, 

public health and unreasonably high price of medicines.252  

“Non-use” or “insufficient use” refers to a case where a patent has not been 

exploited by the patent owner after the filing or the grant of a patent. This is the most 

common legal grounds for the grant of a compulsory license in almost every country 

that allows compulsory licensing. “Anti-competitive remedy” refers to a case where a 

compulsory license is needed to correct or cease anti-competitive practices of the 

patent owner, particularly when such practices result from an abusive use of patent 

rights to attain or maintain monopolistic market power. This ground was referred to 

for the grant of compulsory licenses by Italy. It has also been recognized as a 

legitimate ground of compulsory licensing in some developed countries such as the 

U.S.: in United States v. Glaxo Group Ltd., The U.S. Supreme Court stated that 

“compulsory patent licensing at reasonable charges are recognized antitrust 

                                                             
250 Paragraph 5(b) of the Doha Declaration (“Each member has the right to grant compulsory licenses 
and the freedom to determine the grounds upon which such licenses are granted.”). 
251 See TRIPS Agreement, art. 31(k); Antony Taubman, Rethinking TRIPS: ‘Adequate Remuneration’ 
for Non-Voluntary Patent Licensing, 11 J. Int’l Econ. L. 927, 939 (2008) (recognizing that 
“compulsory licenses are one means of restoring a due level of competition in the marketplace, when 
the regulator confronts an egregious exercise of patent rights that impairs healthy competition.”). 
252 See Section 49 (1) (b) of Malaysian Patent Act (“At any time after the expiration of three years from 
the grant of a patent, or four years from the filing date of the patent application, whichever is the later, 
any person may apply to the Registrar for a compulsory license under any of the following 
circumstances: (b) where there is no product produced in Malaysia under the patent for sale in any 
domestic market, or there are some but they are sold at unreasonably high prices or do not meet the 
public demand without any legitimate reason.). 
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remedies.”253 “Government use” refers to “circumstances where a government or its 

contractor bypasses a patent in order to satisfy non-commercial, government 

purposes.”254 This ground has been most frequently referred to for the grant of 

compulsory licenses to increase access to HIV/AIDS medicines in LMICs. “National 

emergency” refers to a situation where there is a threat of military aggression or 

social calamities, including disastrous economic dislocations. This ground was quoted 

for the issuance of compulsory licenses to allow the production and import of generic 

HIV/AIDS medicines in Mozambique and Zambia (both in 2004). “National security” 

refers to the survival and safety of a country through the use of economic, military 

and political power. This could have been used as legal grounds for issuing 

compulsory licenses to increase access to anthrax treatments in Canada and the U.S. 

“Public health” refers to the health of the national population, which can be improved 

by organized efforts, public or private, to prevent disease, promote health and prolong 

the life of the population as a whole. This was once referred to as a legal ground for a 

compulsory license granted by Swaziland. “Unreasonably high price of medicine” 

refers to a situation where the price of a medicine is too high for patients to afford. 

This may serve as a direct and strong legal ground for the grant of compulsory 

licenses to increase access to expensive medicines under patent protection.  

 

                                                             
253 See United States v. Glaxo Group Ltd., 410 U.S. 52, 64 (1973). For more relevant cases, see Dora 
Kripapuri, Reasoned Compulsory Licensing: Apply U.S. Antitrust’s Rule of Reason to TRIPS’s 
Compulsory Licensing Provision, 36 New Eng. L. Rev. 669, 681 (2002). 
254 Brook K. Baker, Processes and Issues for Improving Access to Medicines, DFID Health Systems 
Resource Centre, August 2004, at 66, available at 
www.iprsonline.org/resources/docs/Baker_TRIPS_Flex.pdf 
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(2) Comparison of Legal Grounds Provided in Law or Actually 

Referred to for the Grant of Compulsory Licenses  

A total of 25 countries have experience with compulsory licensing-related 

cases. 16 of these countries (Group A) have granted compulsory licenses, whereas the 

others (Group B) have not (Table 12). The results of a comparison of legal grounds 

provided for the grant of compulsory licenses in these two groups of countries may 

have some implications on a better use of compulsory licensing to increase access to 

medicines. 

The legal grounds referred to most frequently for the grant of compulsory 

licenses by these 16 countries (Group A) was “government use” (7 countries), which 

was followed by “national emergency” (3 countries), “public interest” (1 country), 

“public health” (1 country), “export to another WTO member with insufficient drug 

manufacturing facilities” (1 country) and “anti-competitive remedy.” As seen in this 

comparison, “government use” and “national emergency” were most frequently 

referred to as the legal grounds for the actual grant of compulsory licenses than other 

grounds such as “public interest” and “public health.” This implies that WTO 

members’ use of compulsory licensing has been actually limited in its scope, even 

though the TRIPS Agreement allows them to freely determine the legal grounds of 

compulsory licensing. In practice, these two legal grounds may serve to limit the use 

of compulsory licensing because if compulsory licenses are granted only for 

government use, patients in the private sector may not have the benefits of these 

compulsory licenses. And if compulsory licenses are granted for national emergency, 
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a certain level of emergency must exist throughout the period of compulsory licenses, 

and the nature of such emergency should be, by definition, great and extensive 

enough to be considered “national.”  

The main legal grounds of compulsory licensing for the countries in Group A 

are: “government use” (10 countries), “insufficient use” (in 9 countries), 

“interdependency” (in 8 countries), “national emergency” (in 8 countries), “public 

interest” (in 8 countries), “national security” (in 7 countries) and “anti-competitive 

remedy” (in 7 countries). Countries in Group B also have similar key legal grounds to 

these. However, one difference between the two groups of countries is that some 

countries in Group A employ legal grounds that have very specific health-related 

illustrations (such as unreasonably high drug prices, medicines, nutrition and food), 

which can be directly referred to when these countries grant compulsory licenses to 

increase access to medicines. Countries in Group B, on the other hand, do not use 

these sorts of legal grounds. It appears that countries who utilize these specific health-

related legal grounds may have less difficulty in granting compulsory licenses to 

increase access to medicines.  

Another aspect that countries interested in the use of compulsory licensing 

should consider is the possible need to change their legal texts appropriately to avoid 

any unnecessary and time-consuming legal disputes in the future. For example, some 

countries have defined “public interest,” “national emergency” and “public health” as 

the purpose of another legal ground – “government use,” – and not as an independent 

grounds of compulsory licensing. The practice of rolling these grounds together with 
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“government use” should be changed because it may limit the scope of desirable 

benefits from compulsory licensing-related legal arguments significantly. Another 

legal interpretation issue is the ambiguous relationship between “government use” 

and “public non-commercial use” as the legal grounds of compulsory licensing. 13 

out of 25 countries have “government use” in their lists of legal grounds of 

compulsory licensing, and 4 countries have “public non-commercial use,” 2 of which 

have both legal grounds (Table 12). However, it is unclear whether these two legal 

grounds are the same, or if not, how they differ from each other. The legal terms 

“public non-commercial use” and “public use” should be changed in favor of “public 

interest” because using these terms may limit the scope of compulsory licensing 

significantly. In practice, most governments which want to increase access to 

medicines by granting compulsory licenses have to ask private companies to 

manufacture and supply these medicines to the public because they do not have their 

own drug manufacturing facilities or distribution companies. Therefore, it may be 

often argued whether such involvement of private entities in the process of 

manufacturing and distributing generic medicines can meet the public “non-

commercial” use requirement. If a government intends to allow the use of compulsory 

licensing for the whole public sector, which can be covered by the government or any 

other non-governmental or non-profit organizations, “public use” would be a less 

restrictive legal term than “government use.” This terminology problem should be 

eventually addressed by simply using the term “public interest,” which may cover any 

use, whether it happens in the public sector or in the private sector, as long as such 
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use serves the public. Using this term can serves the real goal of compulsory licensing 

without being bound by legal formalities. 

Another difference between these two groups of countries is that the number 

of Group A countries with “government use” in their lists of legal grounds of 

compulsory licensing is much greater than the number of Group B countries with this 

legal ground: 62.5% of the Group A countries have this legal ground in their lists, 

whereas only 33.3% of the Group B countries do. In practice, this ground has been 

most frequently referred to for the grant of compulsory licenses to increase access to 

HIV/AIDS medicines in LMICs such as Zimbabwe (in 2002), Malaysia (in 2003), 

Indonesia (in 2004), Ghana (in 2005), Thailand (in 2006) and Brazil (in 2007).255 This 

implies that countries with strong political wills to use compulsory licensing actively 

may want to have this legal ground in their lists, and to refer to it when they actually 

grant compulsory licenses. Employing this ground lends legitimacy to the enterprise, 

and the evidence suggests this ground also creates relatively weaker backlashes from 

industry. 

Another difference between the two groups of countries is that the legal 

ground of “anti-competitive remedy” is much more common in the Group B countries 

than in the Group A countries: 8 out of 9 countries (88.9%) in Group B have this legal 

ground in their domestic law, whereas only 7 out of 16 countries (43.8%) in Group A 

do. This may imply that the economic and technical development of domestic 

industries in the countries of Group A is, on average, much lower than those in Group 

                                                             
255 Id.  
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B. With poor domestic industry capabilities, Group A countries would be more 

interested in bringing in more foreign investment than in remedying anti-competitive 

practices, at least in the short run. 

 

4. Implications 

 The results of the preceding overview of compulsory licensing-related cases 

for 193 countries has some implications upon whether and how a country’s 

compulsory licensing can be related to its national characteristics, such as: national 

income, patent (or intellectual property) protection, innovative activities, WTO 

membership, LDC status, recognition of the right to health and domestic legislation 

for compulsory licensing. The comparison of the numbers of compulsory licensing 

cases for different income groups of countries implies that a country in a lower-

income level is more likely to grant compulsory licenses to increase access to 

medicines than those in the higher-income level. Accordingly, if the transition period 

for LDCs ends, the number of compulsory licensing cases is likely to increase. The 

results also imply that settlements of disputes over compulsory licensing can be more 

difficult for poor countries than for rich countries because patent owners are little 

interested in making concessions to reduce their drug prices significantly for these 

small markets.  

Comparison of the numbers of compulsory licensing cases versus the rankings 

of three intellectual property-related indexes shows that strong patent or intellectual 

property protection in a country may not guarantee a high level of innovative 
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activities in that country. These indexes also suggested that the strength of patent or 

intellectual property protection or even the extent of innovative activities is little 

related to the number of compulsory licensing cases.  

Comparison of the numbers of compulsory licensing cases for 193 countries 

on the basis of their WTO membership, LDC status and commitments to the right to 

health, indicates that WTO membership status is quite strongly related to the use of 

compulsory licensing, but it is unclear whether LDC status or commitments to the 

right to health is related to the use of compulsory licensing or not.  

Lastly, the results of a comparison of the legal grounds used in the countries 

with the experience of compulsory licensing-related cases imply that countries with 

specific illustration of health-related legal grounds in their domestic laws may have 

less difficulty in granting compulsory licenses to increase access to medicines. 

Countries interested in compulsory licensing should seek to align their legal terms 

used to describe the grounds of compulsory licensing to make them clear and carry 

less restrictive meanings, as well to ensure they will prevail uncontested.  

 

IV. Statistical Data Analysis 

A. Background and Purpose of This Analysis 

WTO members’ use of the compulsory licensing system – whether such use is 

made in the form of actually granting a compulsory license or by simply threatening 

to grant such license – is increasing as patent protection for medicines is more 

effectively enforced according to the requirements of the TRIPS Agreement. 
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However, the use of compulsory licensing has been controversial due to contradictory 

findings from several case studies and surveys of limited scope. Based on the results 

of these (less than comprehensive) studies, some scholars warned that a country’s use 

of compulsory licensing would decrease foreign direct investment in that country, 

whereas others denied such negative effects of compulsory licensing. This problem 

has been made even worse by some hypothetical or purely ideological arguments on 

how a country’s compulsory licensing may affect or be affected by national 

characteristics such as patent activities, export dependency, structure of health care 

service, income levels, burden of HIV/AIDS, and so forth. Under these circumstances, 

developing countries interested in using compulsory licensing have difficulty making 

informed decisions on whether they should grant compulsory licenses to increase 

access to medicines. This controversy needs to be addressed by a more 

comprehensive review and evaluation on the use of compulsory licensing in terms of 

how it may be related to various national-level socio-economic characteristics.  

The main objective of this analysis is to conduct a comprehensive review of 

the use of compulsory licensing in 193 countries and to determine which factors may 

affect the use of compulsory licensing using an econometric analysis of the data 

(which was explained and used for the previous overview of compulsory licensing 

cases in Chapter 3.III). More specifically, this analysis aims to estimate the 

probabilities of a country’s granting (or threatening to grant) a compulsory license 

based on the presence of its national characteristics using logistic regression models.  
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B. Methods 

1. Data and Variables 

The dataset for this analysis was created by gathering relevant information 

from multiple sources. As was explained in the previous overview of compulsory 

licensing cases for 193 countries in Chapter 3.III, data on whether each of 193 

countries has ever experienced any granted or effective cases between 1994 and 2013 

was obtained from the KEI Note, the Swedish Report and other publications.256 The 

definitions of all cases, effective cases and granted cases are the same for this 

analysis. Data on national-level characteristics of these countries was obtained from 

the World Intellectual Property Organization (WIPO)’s Statistical Country Profiles 

(SCP), the Global Health Observatory Database (GHO), the WDI Database, the CIA’s 

World Factbook, the database of the UNCTAD (UNCTADStat), the WTO homepage, 

the UN homepage, the UNDATA and, if necessary, from other published data 

sources.257 The dataset describes profiles of 193 countries, consisting of 192 members 

                                                             
256 For detailed information on these publications, see Table 5. 
257 Information on the life expectancy of Liechtenstein, Montenegro and Taiwan was obtained from the 
World Factbook, the Human Development Report 2010 (see p. 144) 
(http://hdr.undp.org/sites/default/files/reports/270/hdr_2010_en_complete_reprint.pdf) and the World 
Factbook, respectively; Information on the share of public health expenditure (% of total health 
expenditure) for Nauru and Thailand was obtained from the World Health Statistics 2013 
(http://www.who.int/gho/publications/world_health_statistics/2013/en/) and the 2013 Health and 
Welfare Indicators (see Table 3 ‘Health Expenditure’) 
(http://www.mohw.gov.tw/EN/Ministry/Statistic_P.aspx?f_list_no=474&fod_list_no=3522&doc_no=4
6177) (accessed on Aug. 6, 2014); Information on GDP per capita for Djibouti, Libya and Taiwan was 
obtained from the World Economic Outlook Data (International Monetary Fund 2013), available at 
http://www.imf.org/external/pubs/ft/weo/2013/02/weodata/index.aspx; Information on the DALYs of 
HIV/AIDS was obtained from the Global Burden of Disease Data [hereinafter GBD Data], 
http://ghdx.healthdata.org/record/burden-hivaids-country-1990-2010 (last visited Aug. 6, 
2014);Information on the burden of HIV/AIDS for Andorra was obtained from Katrina F. Ortblad et 
al., The burden of HIV: Insights from the Global Burden of Disease Study 2010, 27 AIDS 2003, 2010 
(2013); Information on the DALYs of HIV/AIDS for Liechtenstein was estimated by the author based 
on the DALYs of HIV/AIDS for its neighboring country with similar GDP per capita 
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of the United Nations and Taiwan, which was regarded as an independent country for 

this analysis because it has its own laws and regulations for compulsory licensing, 

and has actually granted a compulsory license on its own judgment.  

There are two different outcome variables for the two different regression 

models used for this statistical data analysis (Table 13). Basically, these outcome 

variables represent whether a country has ever experienced any granted or effective 

cases between 1994 and 2013. Among these, the outcome variable (CL1) of the first 

regression model (Model 1) was coded 1 for a country which has ever granted any 

compulsory license to increase access to medicines between 1994 and 2013 and 0 

otherwise. The outcome variable (CL2) of the second regression model (Model 2) 

was coded 1 for a country which has ever granted any compulsory license or settled 

with any pharmaceutical companies using the threat of compulsory licensing between 

1994 and 2013 and 0 otherwise.  

Based on the discussions in Chapter 2, the review of compulsory licensing 

cases in Thailand and South Korea, and the overview of compulsory licensing cases 

in Chapter 3.II and III, nine explanatory variables representing different national 

characteristics were selected (Table 13). Previous discussions and case review suggest 

that these national characteristics can be influential factors in compulsory licensing 
                                                                                                                                                                              
(Switzerland);Information on the DALYs of HIV/AIDS for Nauru, Saint Kitts and Nevis, San Marino 
and Tuvalu was obtained from ‘the Death and DALY estimates for 2004 by cause for WHO Member 
States’ (http://www.who.int/healthinfo/global_burden_disease/estimates_country/en/); Information on 
the amount of foreign direct investment in Andorra, Liechtenstein, Monaco and San Marino was 
estimated by the author using the information on foreign direct investment in their neighboring 
countries with similar GDP per capita (Spain, Switzerland, France and Italy, respectively) because this 
information was not provided by the UNCTADStat database. The calculation formula used for this 
estimation is as follows: The amount of foreign direct investment in a country (e.g., Andorra) = the 
population of this country × [the amount of foreign direct investment in its neighboring country with 
similar GDP per capita (e.g., Spain) / the population of this neighboring country]. 
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decisions made by a country. However, these variables do not include all influential 

factors discussed previously in this thesis, variously due to the lack of information on 

these factors and to the difficulty of measuring these factors at the country level. The 

explanatory variables chosen for this analysis are the following:  

• “wto” representing the number of years a country had been a WTO 

member between the years of 1994 and 2013258 

• “ldc” representing whether a country was an LDC in 2013259 

• “patent” representing the number of patent filings by the residents of a 

country in or outside the country in 2009 

• “le” representing the life expectancy at birth (years) in 2011 

• “hep” representing the share of public health expenditure in total health 

expenditure in 2011 

• “gdp” representing gross domestic production per capita in 2011 

                                                             
258 After the WTO was established in 1995, 47 countries became WTO members between 1996 and 
2013: Albania in 2000, Angola in 1996, Armenia in 2003, Benin in 1996, Bulgaria in 1996, Cape Verde 
(Cabo Verde) in 2008, Cambodia in 2004, Chad in 1996, China in 2001, Republic of Congo in 1997, 
Croatia in 2000, Democratic Republic of the Congo in 1997, Ecuador in 1996, Estonia in 1999, Fiji in 
1996, The Gambia in 1996, Georgia in 2000, Grenada in 1996, Haiti in 1996, Jordan in 2000, Kyrgyz 
Republic in 1998, Lao People’s Democratic Republic in 2013, Latvia in 1999, Lithuania in 2001, 
Republic of Moldova in 2001, Mongolia in 1997, Montenegro in 2012, Nepal in 2004, Niger in 1996, 
Oman in 2000, Panama in 1997, Papua New Guinea in 1996, Qatar in 1996, Russian Federation in 
2012, Rwanda in 1996, Saint Kitts and Nevis in 1996, Samoa in 2012, Saudi Arabia in 2005, Solomon 
Islands in 1996, Taiwan (Chinese Taipei) in 2002, Tajikistan in 2013, The former Yogoslav Republic of 
Macedonia (FYROM) in 2003, Tonga in 2007, Ukraine in 2008, United Arab Emirates in 1996, 
Vanuatu in 2012 and Viet Nam in 2007. To reflect these status changes in Models 1 and 2, the variable 
‘wto’ represents the number of years of WTO membership each country accrued between 1994 and 
2013. If a country has never been a WTO member during this period, the value of this variable for this 
country was coded 0.  
259 Please be note that there were some changes in LDC status classifications between 1994 and 2013. 
Three countries graduated from LDC status between 1994 and 2013: Botswana in 1994, Cape Verde in 
2007 and Maldives in 2011. Four countries were included to the UN list of LDCs during this period: 
Angola in 1994, Eritrea in 1994, Senegal in 2000 and South Sudan in 2012. South Sudan was not 
included in 193 countries for this analysis because it gained its independence from Sudan very recently 
in 2011. The effect of these LDC status changes was not incorporated into Models 1 and 2.  
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• “export” representing the amount of merchandise export (current US 

million dollars) in 2010   

• “hiv” representing the DALYs of HIV/AIDS per 100,000 in 2010 

• “fdi” representing the amount of inward foreign direct investment flow 

(current US million dollars) in 2009 

The values of these variables were determined as follows:  

• wto was determined by the number of years of WTO membership of a 

country between 1994 and 2013. This information was obtained from the 

WTO homepage.260 

• ldc was coded 1 for a country which is on the LDC list of the UN in 2013 

and 0 otherwise. Information on the LDC status was obtained from the UN 

homepage.261 

• The value of patent was determined by the numbers of patent applications 

filed by the residents of a country in or outside of the country in 2009 as a 

continuous variable, and this information was obtained from the SCP 

except for Taiwan.262  

• The value of le was determined by the information on life expectancy at 

birth (in years) in 2011. This information was obtained from the GHO 

                                                             
260 WTO, Understanding the WTO: The Organization: Members and Observers, 
http://www.wto.org/english/thewto_e/whatis_e/tif_e/org6_e.htm (last visited Aug. 6, 2014). 
261 United Nations Department of Economic and Social Affairs, List of Least Developed Countries, 
http://www.un.org/en/development/desa/policy/cdp/ldc/ldc_list.pdf (last visited Aug. 6, 2014). 
262 Information on Taiwan was obtained from Yu-Lan Kuo & Jane Wang, Taiwan: The IP Court Is 
Ready to Go, Building and Enforcing Intellectual Property Value (Taiwan: Formosa Transnational 
Attorneys at Law 2007), 292-296, http://www.buildingipvalue.com/07AP/p.292-296 Taiwan.pdf.   
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except for Liechtenstein, Montenegro and Taiwan.263 

• The value of hep was determined as the share of public health expenditure 

(as a percent of total health expenditure) in 2011, and this information was 

obtained from the WDI Database except for Nauru and Taiwan.264 

• The value of gdp was determined by GDP per capita (in current US 

dollars) in 2011, and this information was mostly obtained from the WDI 

Database except for Djibouti, Libya and Taiwan.265 

• The value of export was determined by the amount of merchandise export 

(in current US million dollars) in 2010, and this information was obtained 

from the CIA’s World Factbook. 

• The value of hiv was determined by age-standardized disability-adjusted 

life years (DALYs) per 100,000 by HIV/AIDS in 2010, and this 

information was obtained from the GBD Data except for Andorra, 

Liechtenstein, Nauru, Palau, Saint Kitts and Nevis, San Marino and 

Tuvalu.266 

                                                             
263 Information on the life expectancy of Liechtenstein, Montenegro and Taiwan was obtained from the 
World Factbook, the Human Development Report 2010 (see p. 144) 
(http://hdr.undp.org/sites/default/files/reports/270/hdr_2010_en_complete_reprint.pdf) and the World 
Factbook, respectively. 
264 Information on the share of public health expenditure (% of total health expenditure) for Nauru and 
Thailand was obtained from the World Health Statistics 2013 
(http://www.who.int/gho/publications/world_health_statistics/2013/en/) and the 2013 Health and 
Welfare Indicators (see Table 3 ‘Health Expenditure’) 
(http://www.mohw.gov.tw/EN/Ministry/Statistic_P.aspx?f_list_no=474&fod_list_no=3522&doc_no=4
6177) (accessed on Aug. 6, 2014) 
265 Information on GDP per capita for Djibouti, Libya and Taiwan was obtained from the World 
Economic Outlook Data (International Monetary Fund 2013), available at 
http://www.imf.org/external/pubs/ft/weo/2013/02/weodata/index.aspx. 
266 Information on the burden of HIV/AIDS for Andorra was obtained from Katrina F. Ortblad et al., 
The burden of HIV: Insights from the Global Burden of Disease Study 2010, 27 AIDS 2003, 2010 
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• The value of fdi was determined by the inflow amount of foreign direct 

investment (in current US million dollars), and this information was 

obtained from the UNCTADStat except for Andorra, Liechtenstein, 

Monaco and San Marino.267  

Table 13 presents descriptive information of these nine explanatory variables and four 

outcome variables used for the present analyses. 

 

2. Logistic Regression Modeling 

Logistic regression is used to analyze how individual factors may increase or 

decrease the predicted odds of a particular outcome. It has been applied to find out 

which factors policy-makers should focus on to increase certain outcomes which are 

beneficial to society in various recent social science studies. This method will be used 

statistically analyze the data from 193 countries to test whether a country’s WTO 

membership status, LDC status, patent activities, general health status, share of public 

health expenditure, national income level, merchandise export, burden of HIV/AIDS 

or foreign direct investment is related to this country’s experience with compulsory 

licensing for medicines – be it through the grant of a compulsory license or the threat 
                                                                                                                                                                              
(2013); Information on the DALYs of HIV/AIDS for Liechtenstein was estimated by the author based 
on the DALYs of HIV/AIDS for its neighboring country with similar GDP per capita (Switzerland); 
Information on the DALYs of HIV/AIDS for Nauru, Saint Kitts and Nevis, San Marino and Tuvalu 
was obtained from ‘the Death and DALY estimates for 2004 by cause for WHO Member States’ 
(http://www.who.int/healthinfo/global_burden_disease/estimates_country/en/). 
267 Information on the amount of foreign direct investment in Andorra, Liechtenstein, Monaco and San 
Marino was estimated by the author using the information on the foreign direct investment in their 
neighboring countries with similar GDP per capita (Spain, Switzerland, France and Italy, respectively) 
because this information was not provided by the UNCTADStat database. The calculation formula 
used for this estimation is as follows: The amount of foreign direct investment in a country (e.g., 
Andorra) = the population of this country × [the amount of foreign direct investment in its neighboring 
country with similar GDP per capita (e.g., Spain) / the population of this neighboring country]. 



151 
 

thereof. As discussed previously in this chapter, there are theoretical discussions on 

the relationship between these factors and a country’s use of compulsory licensing. 

The crux of the matter here is to review whether the results of these logistic 

regression models are consistent with theoretical arguments on the relationship 

between a country’s use of compulsory licensing and the above-mentioned factors, 

although these cross sectional models may be severely limited by possible omitted 

variable bias.268   

Two binary logistic regression models (Model 1 and Model 2) were developed 

to determine the national characteristics that may affect a country’s experience of 

granted cases or effective cases. These models were fit to the dataset to estimate the 

predicted odds of a country granting a compulsory license or making settlements over 

drug prices with patent owners using the threat of compulsory licensing. Model 1 

contained the actual (real) issuance of any compulsory licenses as the outcome 

variable (CL1), and Model 2 used the issuance of and/or the threat of issuing any 

compulsory licenses (combined) as the outcome variable (CL2). Each model includes 

the main effects of nine national characteristics – wto, ldc, patent, gdp, export, hep, 

hale, hiv and fdi: 

 

𝑝𝑟𝑒𝑑𝑖𝑐𝑡𝑒𝑑  𝑙𝑜𝑔𝑖𝑡 𝐶𝐿1 = 1 =

𝛼 + 𝛽!𝑤𝑡𝑜 + 𝛽!𝑙𝑑𝑐+𝛽!𝑝𝑎𝑡𝑒𝑛𝑡 + 𝛽!𝑙𝑒 + 𝛽!ℎ𝑒𝑝+𝛽!𝑔𝑑𝑝 + 𝛽!𝑒𝑥𝑝𝑜𝑟𝑡+𝛽!ℎ𝑖𝑣 +

𝛽!𝑓𝑑𝑖  +  ∈  ………………………………………………………………Model 1 

                                                             
268 For example, not all observable variables that might impact the outcome variables are included in 
these models, and time-fixed and/or country-fixed effects cannot be controlled for in these models. 
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𝑝𝑟𝑒𝑑𝑖𝑐𝑡𝑒𝑑  𝑙𝑜𝑔𝑖𝑡 𝐶𝐿2 = 1 =

𝛼 + 𝛽!𝑤𝑡𝑜 + 𝛽!𝑙𝑑𝑐+𝛽!𝑝𝑎𝑡𝑒𝑛𝑡 + 𝛽!𝑙𝑒 + 𝛽!ℎ𝑒𝑝+𝛽!𝑔𝑑𝑝 + 𝛽!𝑒𝑥𝑝𝑜𝑟𝑡+𝛽!ℎ𝑖𝑣 +

𝛽!𝑓𝑑𝑖  +  ∈  ………………………………………………………………Model 2 

 

 

3. Results 

An assessment of the predicted results of Models 1 and 2 shows that the 

overall success rates are 92.7% (179/193) for Model 1 and 91.7% (177/193) for 

Model 2.269 The goodness-of-fit of Models 1 and 2 was also tested by the chi-squared 

test. Each model as a whole was found to fit the data used for this analysis well.270 

Three potential determinants of a country’s use of compulsory licensing to increase 

access to medicines were identified by the results of this statistical data analysis using 

two binary logistic regression models (Table 14).  

The first potential determinant of a country’s use of compulsory licensing is 

the number of annual patent filings by the residents of a country (patent), which 

shows how frequently the patent system is used by the residents of a country. This 

number is significantly associated with a lower probability of a country granting at 

                                                             
269 The command ‘lstat’ was used to obtain the results of this assessment using STATA®. 
270Likelihood Ratio (LR) chi-squared statistics were 31.05 (p-value = 0.0003) for Model 1 and 51.56 
(p-value = 0.0000), respectively, with the nine degrees of freedom. Wald chi-squared statistics were 
21.05 (p-value = 0.0124) and 25.17 (p-value = 0.0028), respectively, with nine degrees of freedom. 
The Hosmer-Lemeshow chi-square test also shows that these models fit the data well: Hosmer-
Lemeshow chi-square statistics were 9.59 (p-value = 0.2952) and 8.31 (p-value = 0.4035), respectively. 
As both p-values are significantly greater than 0.05, both models can be said to fit the data used for this 
analysis well.   
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least one compulsory license (𝛽 = −0.00012, 𝑝 = 0.004 in Model 1). The number 

of patent filings by the residents of a country (in 2009) was also associated with a 

lower probability of a country either granting or settling (under threat) compulsory 

licenses at least once (𝛽 = −0.00002, 𝑝 = 0.043 in Model 2) (Table 14). The odds 

ratios for the number of patent filings by the residents of a country (in 2009) (0.99988 

in Model 1 and 0.99998 in Model 2) indicate that an increase of 100 annual patent 

filings would be associated with a 1.2% decrease in the odds of a country granting at 

least one compulsory license, with a 0.2% decrease in the odds of a country either 

granting or settling (under threat) compulsory licenses at least once.271 These results 

imply that a country whose residents make higher use of the patent system may be 

less likely to use compulsory licensing to increase access to medicines. 

The second potential determinant is the amount of export by a country. The 

regression results of Model 1 show that the amount of merchandise export (export) 

was associated with a slightly higher probability of a country granting at least one 

compulsory licenses (𝛽 = 0.000018, 𝑝 = 0.003). This amount of merchandise 

export was also associated with a slightly higher probability of a country either 

granting or settling (under threat) a compulsory license at least once (𝛽 = 0.000015, 

𝑝 = 0.001 in Model 2). The odds ratios for the amounts of merchandise export 

(1.000018 in Model 1 and 1.000015 in Model 2, respectively) suggest that an increase 
                                                             
271 These odd ratios associated with a one-unit (annual patent filing) increase in patent were obtained 
by exponentiating the coefficients for patent in Models 1 and 2, respectively: 0.99988 = exp(-0.00012) 
and 0.99998 = exp(-0.00002). The percentage decrease (-1.2%) in the odds of a country granting at 
least one compulsory license per 100 annual patent filings was calculated as follows: -1.2% = (0.99988 
– 1) × 100 filings × 100 (percent). The percentage decrease (-0.2%) in the odds of a country either 
granting or settling (under threat) compulsory licenses at least once per 100 annual patent filings was 
calculated as follows: -0.2% = (0.99998 – 1) × 100 filings × 100 (percent). 
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of 1 US billion dollars in merchandise export is associated with a) a 1.8% increase in 

the odds of a country granting at least one compulsory license and b) a 1.5% increase 

in the odds of a country either granting or settling (under threat) a compulsory 

license, respectively.272 These results imply that a country with a higher amount of 

merchandise export may be more, not less, likely to use compulsory licensing to 

increase access to patented medicines than other countries with a lower amount of 

merchandise export.  

Lastly, the age-standardized DALYs of HIV/AIDS were associated with a 

higher probability of a country granting at least one compulsory license (𝛽 =

0.00012, 𝑝 = 0.020 in Model 1) and with a higher probability of a country either 

granting or settling (under threat) at least once (𝛽 = 0.00014, 𝑝 = 0.012 in Model 

2). The odds ratios for the age-standardized DALYs of HIV/AIDS (1.00012 in Model 

1 and 1.00014 in Model 2) predict that an increase of 100 age-standardized DALYs of 

HIV/AIDS are associated with: a) a 1.2% increase in the odds of a country granting at 

least one compulsory license and b) a 1.4% increase in the odds of a country either 

granting or settling (under threat) compulsory licenses at least once.273 These results 

                                                             
272 The odd ratios associated with a one-unit (a DALY for HIV/AIDS per 100,000) increase in hiv were 
obtained by exponentiating the coefficients for hiv in Models 1 and 2, respectively: 1.000018 = 
exp(0.000018) and 1.000015 = exp(0.000015). The percentage increase (1.8%) in the odds of a country 
granting at least one compulsory license per 1 US billion dollars was calculated as follows: 1.8% = 
(1.000018 – 1) × 1000 ($1 million to $1 billion) × 100 (percent). The percentage increase (1.5%) in the 
odds of a country either granting or settling (under threat) compulsory licenses at least once per 1 US 
billion dollars was calculated as follows: 1.5% = (1.000015 – 1) × 1000 ($1 million to $1 billion) × 
100 (percent). 
273 These odd ratios associated with a one-unit (1 age-standardized DALY of HIV/AIDS) increase in 
hiv were obtained by exponentiating the coefficients for hiv in Models 1 and 2, respectively: 1.00012 = 
exp(0.00012) and 1.00014 = exp(0.00014). The percentage increase (1.2%) in the odds of a country 
granting at least one compulsory license per 100 age-standardized DALYs of HIV/AIDS was 
calculated as follows: 1.2% = (1.00012 – 1) × 100 DALYs × 100 (percent). The percentage increase 
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imply that a country with a higher burden of HIV/AIDS may be more likely to use 

compulsory licensing to increase access to antiretroviral medicines. 

While these results are all statistically significant, they may not bear 

substantial practical effects. This is because the reference units (measured inputs) for 

these models – 100 annual patent filings; 1 US billion dollars of merchandise export; 

and 100 age-standardized DALYs from HIV/AIDS – which had these small impacts 

(on countries’ odds of utilizing compulsory licensing) may not exist in large enough 

quantities (particularly in LMIC or LDC contexts) to effect substantial changes in the 

odds of a country’s use or threat of compulsory licensing. Even so, this statistical 

significance is insightful, as other explanatory variables – including foreign direct 

investment (wto, ldc, gdp, hep, le, fdi) – were not statistically associated with the 

probability of a country granting or threatening to grant a compulsory license. 

Statistical regression models that suffer from multicollinearity are both 

unstable and present unreliable or exaggerated outputs. The results of a 

multicollinearity test for these models show that the value of variance inflation factor 

(VIF) for every variable is less than 10, and so every variable has a tolerance value 

greater than 0.1.274 This implies that no perfect or severe multicollinearity exists 

among explanatory variables of these models. For reference, collinearity is an 

important check for regression models because if when one or more explanatory 

                                                                                                                                                                              
(1.4%) in the odds of a country either granting or settling (under threat) compulsory licenses at least 
once per 100 age-standardized DALYs of HIV/AIDS was calculated as follows: 1.4% = (1.00014 – 1) 
× 100 DALYs × 100 (percent). 
274 Tolerance = 1 / VIF. VIF for each explanatory variable was 1.14 for wto, 1.98 for ldc, 2.71 for 
patent, 1.40 for gdp, 5.29 for export, 1.19 for hep, 3.44 for le, 1.70 for hiv and 3.27 for fdi, 
respectively.  
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variables are strong or perfect linear combinations of others used in the model, it is 

impossible to correctly or reliably estimate model coefficients. In the current case, no 

indication of instability was found: Condition indexes for all explanatory variables 

were lower than 10.275 The condition number is a commonly used index of the 

instability of the regression coefficients. A large condition number, 10 or more, is an 

indication of instability of coefficients. 

 

4. Discussion 

The goal of this statistical data analysis was to examine how key national 

characteristics are associated with the probability of a country using a compulsory 

license – whether through the direct grant or by threatening such a grant in 

negotiating a settlement with patent owners. According to the results of Model 1, a 

country that earns more money from exports, and/or with a greater burden of 

HIV/AIDS may be more likely to grant a compulsory license to increase access to 

patented medicines. A country with higher innovative activities (more resident patent 

filings) may be less likely to grant compulsory licenses. The findings on these three 

national characteristics are still valid even if a country’s use of compulsory licensing 

was represented by the sum of the actual issuance of compulsory licenses and mere 

threat of granting them (Model 2). However, these results might not be practically 

significant even if they are statistically significant because their effects are very small.  

While it is theoretically predictable that a country with a greater burden of 

                                                             
275 Condition index for each variable was 1.00 for wto, 1.54 for ldc, 2.21 for patent, 2.61 for gdp, 3.56 
for export, 3.87 for hep, 4.29 for le, 6.58 for hiv and 6.70 for fdi, respectively. 
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HIV/AIDS may be more likely to issue or threaten the use of compulsory licenses and 

a country with higher patent activities may be less likely to do so, the finding that a 

country with greater merchandise export may be more likely to issue a compulsory 

license is less intuitive. If data on the export dependency of these 193 countries 

becomes available at a later time, that data would be more ideal than what was used 

in this study, as such new data would allow analysis into the impact of any threat of 

trade retaliation on a country’s decision to issue compulsory licenses.  

Additional limitations of the present analyses include limited data and the 

different criteria used in recognizing compulsory licenses. First, the results of the 

present analyses can be sensitive to any missing data on the compulsory licenses 

granted or settled (under threat) by any of the 193 countries that were not identified 

by the literature review because the number of observations is only 193. To increase 

the validity of the present models, future research should be performed to check the 

accuracy of the information on these countries’ use of compulsory licensing. Second, 

the results of the present analyses can be sensitive to the standards for recognizing 

compulsory licenses. In particular, it has been disputed whether a court’s rejection to 

a patent owner’s request for an injunction order serves as a compulsory license or not. 

Although it is difficult to gather information on the court’s rejection to order 

injunctions to stop patent infringement activities, if such rejections should be counted 

as compulsory licenses, the results of the present models could change significantly. 

Third, the present analyses could not include some of the previously identified 

possible key predictors of a country using compulsory licenses – such as export 
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dependency and strength of legal rights – because the data on these national 

characteristic were not available for all 193 countries. Future research should quantify 

and bring these key national characteristics into the analysis.  

Lastly and more importantly, the results of this analysis suffer from 

mismatched of the yearly ranges for outcome and explanatory variables. This is 

because the models are cross-sectional, and this is because sufficient information 

about outcome and explanatory variables is not available for the same year.    

 

V. Policy Implications of the Combined Findings of Comparative 

Review, Overview of Compulsory Licensing Data and Statistical 

Data Analysis 

This chapter aimed to provide better information on the relationship between 

compulsory licensing and various national characteristics to developing countries 

suffering from limited access to patented medicines and considering the use of 

compulsory licensing to address this problem. The combined findings from the 

review and comparison of compulsory licensing-related cases in Thailand and South 

Korea, the overview of compulsory licensing data for 193 countries and the statistical 

data analysis of this data imply that compulsory licensing by developing countries 

may have little negative effects on the business of patent owners, foreign direct 

investment and their merchandise export. These findings also imply that developing 

countries with a high burden of life-threatening diseases such as HIV/AIDS have a 

better chance to increase access to antiretroviral medicines by granting compulsory 
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licenses. 

It is unclear, though, whether developing countries’ use of compulsory 

licensing would have significant negative effects on innovative activities in these 

countries. The findings of the statistical data analysis imply that developing countries 

with strong policy priorities for technical development may need to be concerned 

about the negative effects of compulsory licensing on the extent of innovative 

activities in their territories – although technical development of these countries may 

be influenced by various factors. On the other hand, the results of the overview of 

compulsory licensing data for 193 countries shows that strong patent or intellectual 

property protection does not always guarantee a high level of innovative activities in 

a country.  

Developing countries considering the use of compulsory licensing are 

recommended to check if they have compulsory licensing provisions in their domestic 

patent laws and, if necessary, revise them to have clear and unrestrictive meanings 

with respect to the legal grounds of compulsory licensing and the scope of legal 

authorities able to grant compulsory licenses to increase access to medicines. It is 

recommended, in particular, that they have specific illustrations of health-related legal 

grounds (such as unreasonably high price of medicines) in their domestic laws, and 

not to limit the legal authority to grant compulsory licenses for medicines to those 

government agencies whose primary policy goal is to promote innovation, as opposed 

to protecting public health. The finding that settlements over the disputes surrounding 

compulsory licensing are more difficult for poor countries than rich countries implies 



160 
 

that low-income countries need to be prepared for legal disputes over their use of 

compulsory licensing. In particular, LDCs, whether they are about to about to 

graduate from their LDC status or not, must prepare to reduce the negative effects of 

patent protection in advance, before the transition period for their LDC status expires.  
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CHAPTER 4: CRITERIA OR STANDARDS FOR JUDGMENTS ON 

COMPULSORY LICENSING BY DEVELOPING COUNTRIES 

 

I. Introduction 

It has been almost 20 years since the TRIPS Agreement came into effect. Even 

so, disputes over the issue of patent protection for medicines have not decreased. 

Rather, the variety of international and domestic legal disputes surrounding 

compulsory licensing have notably increased. This trend is expected to continue, 

particularly given that, on the one hand, new treatments are both expensive and 

provide great public health benefits, and on the other, there remains little consensus 

among the global health, legal and administrative communities about the factors to be 

considered by a government or court granting or reviewing (respectively) a 

compulsory license. Some policy-makers and scholars believe that detailed guidance 

on compulsory licensing would actually limit opportunities for compulsory licensing. 

However, governments and courts deciding on compulsory licensing need some 

guidance on the criteria or standards for their decisions; crucially, because they are 

required to balance patent protection with access to medicines. Without guidance, 

such countries often have great difficulties dealing with escalated legal disputes 

quickly and fairly, and patients suffer from delays in accessing the health benefits of 

new treatments granted from the use of compulsory licensing. 

Compulsory licensing of pharmaceutical patents is an issue closely related to 
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social justice. As such, the views of government actors and agents (such as 

intellectual property officers and judges) on social justice issues may affect countries’ 

decisions on the issuance of compulsory licenses that facilitate access to patented 

medicines. However, neither treaty nor any domestic legislation has yet defined the 

criteria or standards for the issuance of compulsory licenses in detail. Which criteria 

or standards should be considered by a government deciding on whether to use 

compulsory licensing to increase access to a particular medicine, or by a court 

deciding the legality of a compulsory license issued by the government? Given the 

health-related nature of this problem, social justice theories such as human 

functioning theory can be useful references for government agencies to identify key 

factors that should be considered for their decisions on compulsory licensing. 276 

From the perspective of social contract theory, for example, they will be required to 

exploit the legal system of compulsory licensing fully so that patent protection for 

pharmaceuticals does as little as possible to prevent the fair distribution of medicines 

(which are primary goods), and that legal decisions are made to exact the greatest 

benefit to the least-advantaged members of society.  

In this chapter, I take an overview of social justice theories with a focus on 

human functioning theory, compare the grounds referred to by two different 

government agencies of South Korea for their conflicting decisions on the use of 

compulsory licensing to increase access to medicines, and propose specific criteria for 

decisions on compulsory licensing from a social justice perspective, particularly 

                                                             
276 The basic concept of human functioning theory is that social justice requires governments to secure 
basic capabilities of human functioning. 
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through the combined perspective of human functioning theory and social contract 

theory. 

 

II. Review of Social Justice Theories – Focusing on Public Health 

There were a variety of theories on social justice in currency before the use of 

human functioning theory, and two of the more prominent ones are utilitarianism and 

social contract theory. In this section, I review these theories briefly, as well as the 

theoretical background of human functioning theory. 

 

A. Overview of Social Justice Theories 

Bentham, the first utilitarian, argued that whether an act is just or not is not 

inherent in the act but is determined by the sum of pleasure and pain caused by the 

act. He named the unit to measure the welfare of all individuals affected by an act as 

utility, and called himself a utilitarian.277 Since Bentham upheld the greatest 

happiness principle, utilitarians have argued that the goal of a public policy is to 

maximize the sum of utilities of individuals influenced by the policy.278 In the area of 

public health, such utilitarian approaches contributed to the development of various 

research methods to obtain information necessary for policy-makers to make 

reasonable decisions with limited resources.279 However, it is difficult to accept 

                                                             
277 Jeremy Bentham, A FRAGMENT ON GOVERNMENT (F. C. Montague ed.) (Clarendon Press, 1776).  
278 David Miller, Recent Theories of Social Justice, 21 British Journal of Political Science 371 (1991). 
279 In public health, many cost-benefit analyses and cost-effectiveness analyses (which use Quality-
Adjusted Life Years (QALYs) or Disability-Adjusted Life Years (DALYs) as an indicator of health 
status) have been performed to help policy-makers make better-informed decisions, and policy-makers 
actually referred to the results of such analyses as one of the most important considerations for their 
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utilitarianism as a theory defining the concept of social justice, not only because 

efficiency and justice are separate concepts, but also because utilitarianism can 

recognize obviously unjust results – such as treating the minority as a means to the 

greater benefit of the majority and sacrificing the majority for the greater benefit of 

only a few privileged people. 

According to social contract theory, an individual’s moral obligations are 

determined by the (often unwritten) contract that creates his/her society.280 Rawls, 

who tried to explain what social justice is from the perspective of social contract 

theory, was influenced by Kant’s deontological ethics, and believed that human 

beings have the moral ability to think about and make decisions on various issues 

from the perspective of fairness. To explain justice from the perspective of fairness, 

Rawls assumed a hypothetical situation. According to Rawls, reasonable individuals 

who are in an “original position” behind “the veil of ignorance” would choose two 

principles of justice: (1) an individual should have the greatest basic freedom as long 

as other individuals share this same freedom (“Liberty Principle”), and (2) social or 

economic inequality is justified only if it is equally available to everyone in a society 

                                                                                                                                                                              
decisions in practice. This trend of public health practices was influenced by the utilitarian approach. 
See Marc. J. Roberts & Michael R. Reich, Ethical Analysis in Public Health, 359 the Lancet 1055 
(2002). 
280 Rawls, supra note 41. Social contract theorists saw primary goods as the main subject of a contract 
constituting a civil society and tried to explain why the private ownership of such goods is justified. In 
his labor theory, Locke argued that an individual would have a right to own a property by applying 
his/her labor to raw materials in the state of nature. His theory has been understood by other social 
contract theorists as providing the same justification for the private ownership of intellectual property. 
See also Peter S. Menell, Intellectual Property: General Theories, ENCYCLOPEDIA OF LAW & 
ECONOMICS (Boudewijn Bouckaert & Gerrit De Gees teds.) 157, available at 
http://encyclo.findlaw.com/1600book.pdf, last visited Mar. 27, 2012. See also William Fisher, Theories 
of intellectual Property, in NEW ESSAYS IN THE LEGAL AND POLITICAL THEORY OF PROPERTY 4 
(Cambridge University, 2001). 
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and benefits the most disadvantaged members of that society (“Differential 

Principle”).281 However, it is problematic that social contract theorists tried to identify 

social justice from the perspective of the possession of income or wealth, because 

such possession would be good only if it could contribute to the lives of the least 

advantaged. In addition, social contract theory is criticized because it cannot reflect 

the fact that human beings’ need for goods or resources is not fixed but changeable. 

For example, if a woman is pregnant, her nutritional needs change; if a person 

becomes injured and disabled by an accident, the quantity of resources needed for 

his/her normal life would be increased. Because this perspective focuses on abstract 

agreement on primary goods and social positions, it rarely provides practical help or 

guidance for the real establishment of public policies as well.282 However, the 

Differential Principle would require special considerations for the most disadvantaged 

when health policy-makers make their decisions. 

Human functioning theory takes “capabilities” of human beings as a better 

standard (than the “utility” of utilitarianism or the “resource” of social contract 

theory) for determining whether a person’s life is at a socially just status.283 

Influenced by Aristotelian essentialism and Sen’s capability theory, this theory is 

different from utilitarianism because it is not consequentialism but deontological 

ethics. It also differs from social contract theory in that it accepts disadvantage as 

existing in the basic structure of society from the very beginning stages of its 
                                                             
281 Rawls, supra note 41.  
282 Martha C. Nussbaum, Capabilities as Fundamental Entitlements: Sen and Social Justice, 9 
Feminist Economics 33 (2003). 
283 Martha C. Nussbaum, Human Functioning and Social Justice: In Defense of Aristotelian 
Essentialism, 20 Political Theory 202 (1992). 
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formation.284 Nussbaum argued that there are 10 essential functions for anyone to live 

as a human, such as life, physical health, thought and social interaction. Nussbaum’s 

approach, which was to provide practical help for the establishment of public policy 

focusing on human capabilities, had a great influence on social justice discussions in 

the areas of women’s (human) rights, poverty and health. According to Aristotelian 

essentialism (which provided a basis for this theory), every subject has an essence – 

an attribute without which such subject could not be itself anymore. Human 

functioning theory assumes humans also have essential capabilities without which 

they would not be human beings anymore. It argues that such essential human 

capabilities must be the standards for determining whether a society is just or not. It 

recognizes that any person has fundamental entitlements, which are different from 

personal preferences or utilities determined by unjust social or economic background 

or conditions. This theory is also closely related to Sen’s development economics 

philosophy, which argues that utilities measured by utilitarian approaches cannot be 

objective or accurate measurements because disadvantaged groups experience 

substantial utility with even with a small improvement in the quality of their lives, 

while privileged groups (in some circumstances where they find their outstanding 

wealth or positions devalued or threatened) might feel the opposite way.285 This 

perspective would require health policy-decisions that may secure essential human 

                                                             
284 Nussbaum argued against Rawls who assumed independent and reasonable individuals as the 
parties of a social contract, because individuals in the real world cannot but depend on others for a 
significant time until they grow up or when they get sick or old, and a principle of justice that 
considers the disadvantaged cannot be derived from such a social contract executed by individuals who 
Rawls assumed independent and reasonable. See Nussbaum, supra note 282, at 51. 
285 Amartya Sen, Capabilities and Well-Being in THE QUALITY OF LIFE 30 (Martha C. Nussbaum & 
Amartya Sen eds., Clarendon Press 1993). 
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functions for everyone. 

 

B. Human Functioning Theory and Health 

 Sen and Nussbaum’s theory, which aimed to identify distributive justice from 

the perspective of human capabilities, has an important bearing on various areas. This 

section reviews their theory in detail, but focusing on health of course, given the goal 

of this thesis. 

 Human functioning theorists try to understand human development and 

distributive justice from the perspective of human functioning capabilities. In this 

approach, “functioning” refers to what humans can be or do and “capability” refers to 

the opportunity to accomplish a combination of various functions which human 

beings deem valuable.286 For a person to perform a valuable function in his/her life, 

he/she must have the capability to perform such function himself/herself, and access 

to the resources necessary for such performance. Social conditions that disturb or 

prevent such performance must not exist.287 Sen explained the relationship among 

these various concepts (function, capability, resource and social conditions) with an 

example of bicycle-riding.288 For a man to perform the function of riding a bicycle, he 

must first have the ability to ride a bicycle. Second, there must be a bicycle for him to 

                                                             
286 Id., at 30-31. See also Amartya Sen, Human Rights and Capabilities, 6 Journal of Human 
Development 153 (2005). For a summary of what ‘functioning’ and ‘capability’ mean, see David A. 
Crocker, Functioning and Capabilities: The Foundation of Sen’s and Nussbaum’s Development Ethic, 
20 Political Theory 586 (1992); David A. Crocker, Functioning and Capabilities: The Foundation of 
Sen’s and Nussbaum’s Development Ethic, Part 2 in WOMEN, CULTURE, AND DEVELOPMENT: A STUDY 
OF HUMAN CAPABILITIES 153 (Martha Nussbaum & Jonathan Glover eds.) (Oxford University Press, 
1995). 
287 Crocker, supra note (Part 2), at 161. 
288 Amartya Sen, RESOURCES, VALUES AND DEVELOPMENT (Harvard University Press, 1984). 
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ride. Finally, there must be no social conditions that prohibit riding a bicycle. The 

relationship between functioning and capability can be explained as the relationship 

between “actuality” and “possibility.”289 Even if two people have the same 

combination of capabilities, they may choose to cultivate or utilize different 

combinations of capabilities. As well, even if two people have different combinations 

of capabilities, the actual combination of capabilities chosen by them to cultivate or 

utilize can be the same. As Crocker illustrated, those who starve inevitably due to 

their economic situation (for example, homeless people) are in a different level of 

capability from those who decided on a hunger strike to express their political views, 

because homeless people were forced to starve with no ability to choose to eat, while 

those who fasted to express their political views actually had that choice.  

 The goal of public policy can be defined differently depending on how policy-

makers understand social justice. While utilitarians who follow the greatest happiness 

principle would aim to increase the net social welfare, social contract theorists like 

Rawls would argue for a policy that satisfies two basic principles of justice (the 

“liberty” and “differential” principles) upon which individuals behind the “veil of 

ignorance” would agree. Human functioning theorists would define the goal of public 

policy as to create an environment that provides the basic capabilities for the 

members of a society to perform functions needed for a good life. This is not to make 

all members of a society perform the same functions ultimately. The goal of public 

policy is only to make basic conditions necessary for individuals to perform valuable 

                                                             
289 Crocker, supra note (Part 2), at157. 
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functions, and the members of a society must make individual and concrete decisions 

and pursue functions that each of them considers valuable upon his/her own set of 

values.290 

 Human functioning theory has had a great impact on policy decisions on 

public health. According to this theory, health is one of the most basic human 

capabilities or functions for a person to live a good life, so a lack of health cannot be 

morally justified if it is not inevitable.291 Health is not only essential to the prosperity 

of human beings but is also a special element of human flourishing because other 

human functions cannot be achieved without health. This is why many countries do 

not grant patent rights for medical treatments whose essential elements include 

human body. For example, the Korean Supreme Court and the Korean Patent Court 

denies the patentability of inventions involving medical treatments because such 

treatments have a great impact on human life and health. Because of this, it is 

improper to allow an exclusive right for such treatments at the cost of human 

functioning.292 Nussbaum provided a powerful theoretical ground for those who argue 

that health inequalities are unjust not only at the domestic but also at the international 

level: she argued that developed countries have an obligation to take measures to 

assist developing countries and improve poor health status in these countries because 

a lack of basic health status cannot be morally justified wherever such lack of health 

                                                             
290 Martha C. Nussbaum, Capabilities and Human Rights, 66 Fordham L. Rev. 273, 288 (1997). 
291 Lawrence O. Gostin, Meeting the Basic Survival Needs of the World’s Least Healthy People: 
Toward a Framework Convention on Global Health, 96 The Georgetown Law Journal 331 (2008).  
292 Korean Supreme Court, Mar. 12, 1991, 90Hu250 Decision; Korean Patent Court, Aug. 17, 2001, 
2000Heo6387 Decision. 
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occurs in the world.293  

 With these principles established, a detailed list of human capabilities or needs 

is necessary for human functioning theory to assist in decisions about public health 

policy. In recognition of this need, a few scholars have been working to identify and 

list these basic human capabilities or needs. The items in such a list must have some 

extent of universality, but are never meant to be fixed – as discussed, some human 

needs are relative, and can change by time and place. The most influential list was 

suggested by Nussbaum. She illustrated 10 basic human capabilities, but put a greater 

emphasis on “practical reason” and “affiliation” because these two capabilities 

organized the others.294 According to her view, practical reason was an ability to 

imagine, think and solve problems through critical self-reflection. Affiliation was the 

ability to have an interest in others, to live with and for others, and to have interaction 

and connection with family members or others, which would establish reciprocity 

(cooperation for a mutual interest).295 However, Nussbaum did not specifically 

mention what would be necessary to keep and promote human life or health. Gostin 

tried to illustrate what factors are specifically necessary for sustaining basic human 

capabilities or functions, and he identified three major items – vaccines, essential 

medicines and sanitization. His needs-based approach differed from Nussbaum’s 

view – which recognized the value of a function when it was chosen by practical 

reason. Additionally, Ram-Tiktin identified 9 basic systems from the view of 
                                                             
293 Jennifer P. Ruger, Ethics and Governance of Global Health Inequalities, 60 Journal of 
Epidemiology of Community Health 998 (2006). 
294 Nussbaum, supra note 290. 
295 Martha C. Nussbaum, Aristotelian Social Democracy in LIBERALISM AND THE GOOD 203-251 (R. 
Bruce Douglass, Gerald M. Mara and Henry S. Richardson eds., Routledge 1990). 
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biological and psychological abilities of human beings. He argued that a lack of one 

system cannot be tolerated for a better capability of another system because every 

system is important in itself.296 This is different from utilitarianism, but similar to 

Nussbaum’s approach. 

 

 Items of Basic Human Capabilities or Needs 

Nussbaum297 1. Physical health 

2. Physical integrity 

3. Sensation, Imagination and Thinking 

4. Emotion 

5. Practical reason 

6. Affiliation: (1) Friendship, (2) Respect 

7. Other species 

8. Play 

9. Political and physical control over his/her own environment 

Gostin298 1. Vaccines: measles, rubella, polio, pneumonia, rotavirus, 

malaria, etc. 

2. Essential medicines: anti-retrovirals and medicines to treat 

river blindness, parasites and blindness caused by trachoma299 

                                                             
296 Efrat Ram-Tiktin, The Right to Health Care to Basic Human Funtional Capabilities, Ethical Theory 
and Moral Practice, DOI: 10.1007/s10677-011-9322-7, at 5 (Published online on Nov. 26, 2011). 
297 Nussbaum, supra note 290, at 287-288.  
298 Gostin, supra note 291, at 367.  
299 The World Health Organization has published the WHO Model Lists of Essential Medicines for 
adults and children every other year since 1977. 
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3. Basic sanitization 

Ram-Tiktin300 1. Thinking and emotion 

2. Sensation 

3. Blood circulation 

4. Respiration 

5. Digestion and metabolism 

6. Exercise and balance 

7. Immunization and excretion 

8. Reproduction 

9. Hormone control 

 

 Reviewing these lists of basic human capabilities provides important 

information and background for how compulsory licensing should be utilized to 

increase access to medicine. If access to a particular medicine impacts a basic human 

capability necessary for people to live desirable lives, their country would have a 

moral obligation to ensure every citizen was able to enjoy such a basic capability, and 

should actively use any reasonable measures – including compulsory licensing – to 

serve that purpose. In some countries, this public health obligation of the government 

is provided in their constitutions.301 The items of basic human capabilities or needs 

for health are also reflected in the ICESCR. Specifically, Article 12 (2) of this treaty 

                                                             
300 Efrat Ram-Tiktin, A Decent Minimum for Everyone as a Sufficiency of Basic Human Functional 
Capabilities, 11 The American Journal of Bioethics 24 (2011). 
301 For example, Article 36(3) of the Korean Constitution provides that all citizens must have their 
health protected by the country.  
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provides that, for a complete realization of the right to health, parties to this treaty 

must take measures to create an environment to guarantee the following: (1) a 

reduction of stillbirth rate and infant mortality and a healthy growth of children; (2) 

an improvement of environmental and industrial hygienic conditions; (3) prevention, 

treatment and control of infectious, endemic, occupational and other diseases; and (4) 

the creation of an environment to secure medical service. Therefore, a government 

agency or court deciding upon compulsory licensing of pharmaceutical patents must 

try to establish and follow adequate standards for their decisions. For example, it is 

easy to see that under the terms of ESCER, if an application for a compulsory license 

is made to increase access to a medicine essential to the life or health of infants or 

children, or necessary for the treatment of infectious or endemic diseases, all other 

things being equal, the standards for such government agency’s or court’s decision 

must be something that recognizes a higher need for such compulsory license than 

other compulsory licenses to increase access to medicines to treat adults only. 

 

III. Comparison of Grounds Referred to by Two Different Government 

Agencies of South Korea for Their Decisions on Compulsory Licensing  

 While a considerable number of compulsory licenses have been granted by 

different countries, the standards for those countries’ compulsory licensing have not 

been explored in detail. Therefore, it may be instructive to compare the grounds 

mentioned by the Commissioner of KIPO rejecting two applications for compulsory 

licensing to the grounds argued by the NHRCK recommending the issuance of a 
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compulsory license. This section reviews the standards applied by the Commissioner 

of KIPO and the NHRCK in regards to these compulsory licenses, and discuss which 

factors must be considered in compulsory licensing decisions from the perspective of 

human functioning theory. 

 

A. KIPO’s Grounds for Rejecting Compulsory Licensing Applications 

 In South Korea, the first application for a compulsory license was filed in 

2002 to increase access to Glivec®, a medicine for the treatment of leukemia which 

was under patent protection (hereinafter, Glivec patent). Based on Article 107(1) (iii) 

of the Korean Patent Act (“In case that a non-commercial license is needed to be 

granted for the public interest”), activists in Korea filed a compulsory licensing 

application for the Glivec patent with the Commissioner of KIPO.302 However, the 

Commissioner of KIPO rejected this application because it was determined that 

insufficient “public interest” existed to allow for the issuance of a compulsory license 

in this case. The reasoning provided focused on four main points:  

(1) the basic purpose of the patent system (which was established to 

encourage innovative activities by the public and to promote industrial 

development) could be ruined greatly if, despite low infectiousness or any 

other minor national or social risks, a compulsory license would be granted 

because of the high price of Glivec;  

(2) for those who suffer from chronic myelocytic leukemia (CML), the actual 

                                                             
302 Jeong & Park, supra note 207.  
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economic burden of taking this drug is only 10% of the drug price, as 

determined by the Korean Ministry of Public Health;  

(3) Glivec is currently supplied normally; and 

(4) those who need this medicine can import it for the purpose of self-

treatment according to Article 14 of the Foreign Trade Act and Article 27 of 

the presidential decree to that Act. 

 The second application for a compulsory license was filed in 2008 to increase 

access to Fuzeon®, an antiretroviral treatment (Fuzeon case). A patient group 

(KANOS) and an activist group (IPLeft) jointly filed a compulsory licensing 

application with the Commissioner of KIPO based on Article 107 (1) (iii) of the 

Korean Patent Act (“when a compulsory license is especially necessary for the public 

interest”). While recognizing that Fuzeon is necessary for the treatment of some 

HIV/AIDS patients, the Commissioner of KIPO ultimately rejected this compulsory 

licensing application on the grounds that the case did not fall into the scope of “when 

a compulsory license is especially necessary for the public interest” specified in 

Article 107 (1) (iii) of the Korean Patent Act. The explanation provided included the 

following four points:  

(1) the essential content of patent rights (i.e., protecting exclusive use of 

inventions) could be hampered if a compulsory license would be granted 

based on the only fact that the patent owner stopped supplying Fuzeon after a 

breakdown of drug price negotiations;  

(2) the applicants failed to provide a specific implementation plan to 
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manufacture or import generic medicines with a compulsory license granted;  

(3) various antiretroviral drugs other than Fuzeon have been developed and 

commercialized in Korea and abroad; and  

(4) the need for compulsory licensing had become less urgent at the time 

because the patent owner provided this medicine for free. 

 In these two cases, the Commissioner of KIPO found that there was an 

insufficient public need for compulsory licensing to protect the life or health of 

patients for him to grant a compulsory license. In so doing, he determined that the 

decision on whether to grant a compulsory license must be determined carefully by 

balancing two pivotal interests – the protection of the life and/or health of patients 

and the promotion of innovation by the patent system. Unfortunately, the 

Commissioner of KIPO rejected these two compulsory licensing applications without 

disclosing which specific standards were applied in comparing or balancing those two 

interests. On its face, this position seemed to be influenced by utilitarianism, in that 

the decision on compulsory licensing was based on a balancing test comparing 

relevant legal interests and outcomes. However, the Commissioner did not seem to 

follow the utilitarian approach faithfully because he did not openly disclose how 

much estimated damage to the patent owner would result, nor did he perform a 

detailed comparison between the extent of such damage and that of health benefits 

from compulsory licensing in these cases.  

On the other hand, some scholars find the position of the Commissioner of 

KIPO views compulsory licensing as a limitation of property rights. These scholars, 
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who understand compulsory licensing as limiting a property right, argue that whether 

a compulsory license needs to be granted (to increase access to a particular medicine) 

must be determined by whether such a compulsory license would meet certain 

requirements – these being (i) justification of purpose, (ii) adequacy of method and 

(iii) balance of legal interests; all three of which are required by the constitutional 

principle of proportionality. However, it is difficult to reconcile this approach, which 

seeks to emphasize how compulsory licensing can limit patent rights. Such an 

approach disregards the conflict between patent rights and the right to health. In other 

words, it disregards one of the more important aspects of compulsory licensing, 

which is increasing access to medicines, an essential component to the promotion the 

(human) right to health.  

Both the Constitution Court of Korea and the Supreme Court of Korea also 

took the position that if two basic human rights conflict with each other, such a 

conflict of rights must be resolved not by limiting of basic human rights but by 

balancing conflicting interests, considering all relevant circumstances of a specific 

case in pursuit of practical harmony between the conflicting basic rights.303 If a 

compulsory licensing application is filed against a pharmaceutical patent, the 

application is not simply for an abstract public interest (such as national security, 

public order and social equality), but specifically for protecting the life or health of 

patients who need medicine that is protected by a pharmaceutical patent. Therefore, 

the Commissioner of KIPO’s rejection of an application for a compulsory license is in 
                                                             
303 Among the many theories that may serve this approach are the theory of free field of legislation, the 
ranking theory of basic human rights, the theory of practical harmony and the theory of analysis of the 
domain of norms. 
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itself a government action to limit a human right – that of patients’ right to life and 

health. Accordingly, if the Commissioner of KIPO had intended to review the 

applications for compulsory licensing on the basis of how the case limited basic 

human rights, he should have reviewed not only whether accepting those applications 

could limit the patent right of the patent owner, but also whether rejecting those 

applications could limit patients’ right to life or health. In other words, he should have 

reviewed whether his rejection to compulsory licensing applications would meet the 

conditions of limiting a basic human right – which, as discussed, require the 

justification of purpose, adequacy of method, and balance of legal interests.  

In addition, even if the Commissioner reviewed the compulsory licensing 

applications as limiting patent rights only, he should rightfully have been more 

careful in making the decision to reject the compulsory licensing applications on the 

ground of violating the principle of proportionality, given the following: First, the 

purpose of compulsory licensing can be recognized as just because it is granted to 

protect the right to life or health, which is regarded as a human right holding a higher 

rank than the patent right, which is merely a property right. Second, compulsory 

licensing could meet the requirement of “adequacy of method” because it is effective 

and adequate in addressing the problem of limited access to a medicine whose price 

was set inaccessibly high by the patent owner. Third, compulsory licensing could 

meet the requirement of “minimal loss” because it does not deprive the whole 

property right of a patent owner, but only a part of such right (right to use his/her 

invention exclusively within a given territory) – i.e., it does not deprive his/her right 
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to get a monetary compensation for the use of his/her invention. Finally, compulsory 

licensing could meet the requirement of “balance of relevant legal interests” because 

it not only protects the life or health of patients but also guarantees adequate 

compensation for the patent owner.  

 As the Commissioner of KIPO professed to apply the balancing principle, he 

should have evaluated and compared the health benefit of compulsory licensing with 

any loss to the patent owner caused by compulsory licensing in detail. In these cases, 

however, the Commissioner neither considered how much loss would be incurred by 

the patent owner, nor compared such loss with the health benefits of compulsory 

licensing – both of which should be completed in detail in these licensing cases. 

Moreover, in the Fuzeon case, while the Commissioner mentioned the fact the 

number of patients who needed Fuzeon was small, his reasoning was self-defeating: it 

simultaneously disregarded the fact that, as a result of such a small demand, the loss 

to the patent owner which could be caused by the issue of a compulsory license 

would also be small. Such an approach to the review of compulsory licensing cases 

not only makes an executive and legal authority’s review difficult (and possibly 

subject to challenge), it offers the real risk of arbitrary decision-making.  

 

B. NHRCK’s Grounds for Its Recommendation of Granting a 

Compulsory License 

 Article 25 of the National Human Rights Commission Act states the following 

provisions:  
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(1) the Commission may, if deemed necessary to protect and improve 

human rights, recommend related entities to improve or rectify specific 

policies and practices or present opinions thereon, (2) the heads of 

related entities receiving any recommendation under paragraph 1 shall 

respect and endeavor to implement the said recommendation, (3) in 

case the heads of related entities receiving any recommendation under 

paragraph 1 fail to implement the said recommendation, they shall 

clarify the reasons for such failure to the Commission in writing, and 

(4) the Commission may, if deemed necessary, publish its 

recommendation and presented opinions under paragraph 1 and the 

reasons clarified by the heads of related entities under paragraph 3. 

Based on this Article, on July 15th, 2009, the NHRCK made a decision which 

recommended the Commissioner of KIPO grant a compulsory license to increase 

access to Fuzeon on the grounds that the Fuzeon case was closely related to the right 

to health recognized by the Korean Constitution and the ICESCR. This 

recommendation was not followed by the Commissioner of KIPO, who rejected the 

compulsory licensing application regarding Fuzeon. The NHRCK argued that 

granting a compulsory license was necessary in the Fuzeon case on the following 

grounds: First, Fuzeon was essential to the treatment of HIV/AIDS. Second, as the 

patent owner received marketing approval for the sale of Fuzeon in May 2004 but did 

not supply this medicine for over 4 years (the time of this compulsory licensing 

application), alternative proposals to compulsory licensing mentioned by the Korean 
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Ministry of Public Health (such as package negotiation, introducing a refund system 

and promoting the supply of newly-developed HIV/AIDS treatments) could not be 

realistic and effective methods to compel the patent owner to supply the drug. Third, 

even though the importation of Fuzeon for the patients’ personal uses was legal, it 

was extremely difficult for those patients who were suffering from HIV/AIDS – most 

also having difficulty performing economic activities – to import Fuzeon from 

foreign countries by themselves; particularly as the drug itself cost about 1,800,000 

Korean Won (approximately 1,800 US dollars) per month. Next, the need for 

compulsory licensing could not be denied on the basis of potential trade retaliations 

because such retaliations were not threatened, and because the issuance of a 

compulsory license would be a fair (and legal) execution of governmental authority to 

protect the life and health of its people. Furthermore, the economic loss to the patent 

owner by compulsory licensing would actually be quite small, since they would likely 

receive a fair compensation in return for compulsory licensing according to the law. 

Finally, protecting the right to life or health must have priority over protecting a 

property right. 

 On its face, these arguments by the NHRCK seem to be influenced in part by 

utilitarianism, because they basically follow a balancing principle, and review the 

extent of economic loss incurred by the patent owner as a result of compulsory 

licensing. However, the NHRCK’s approach is closer to human functioning theory 

than utilitarianism. The NHRCK specifically determined that Fuzeon was an essential 

medicine for the treatment of HIV/AIDS. As well, it argued that among conflicting 
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legal interests, protection of human life and health must be prioritized over the 

protection of property. Such a prioritization of the right to life or health is also in-line 

with the Korean Constitutional Court’s position, which followed the principle of 

prioritizing a critical human right over a lesser human right when these rights conflict. 

Moreover, unlike the Commissioner of KIPO, the NHRCK employed a fairer 

application of the balancing principle that compared the health benefits of increasing 

access to Fuzeon (through compulsory licensing) not with the abstract concern of 

damaging the purpose of the patent system (and discouraging innovation) but with the 

concrete economic loss to be incurred by the patent owner in this particular case. This 

is similar to the position of the Korean Supreme Court, which determined that the 

conflict of basic human rights must be resolved by balancing the conflicting interests 

in a particular case from the perspective of practical harmony. 

 

C. Review of Criteria for Government Agencies’ Judgments on 

Compulsory Licensing Applications 

 There can be many factors to be considered in a decision of whether a 

compulsory license should be granted to increase access to medicines. In this section I 

review from a social justice perspective the factors considered by the Commissioner 

of KIPO and the NHRCK in their decisions on compulsory licensing applications– 

specifically, from the perspective of human functioning theory. 

 

1. Urgency of Compulsory Licensing 
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 In the Glivec case, the Commissioner of KIPO mentioned the “lack of urgent 

national or social risk such as infectiousness” as a reason for his rejection to grant a 

compulsory license against the Glivec patent. As well, one of the reasons cited for 

rejecting the compulsory licensing application for Fuzeon was that the urgency of the 

situation was being reduced by the patent owner providing Korean patients with free 

drugs temporarily. An approach that places importance on whether compulsory 

licensing is needed urgently or not in decision-making seems to be influenced by the 

practice of the Japan Patent Office. For them, the definition of “when compulsory 

licensing is especially necessary for the public interest” is “when the invention falls 

into the scope of a public industry directly related to the living of citizens, such as 

preservation of citizen’s life, health or property, and construction of public facilities, 

and when it is highly necessary to make the invention used urgently and broadly.” 

Those scholars who see compulsory patent licensing as an issue of limiting property 

rights also argue that the urgency of compulsory licensing is a requirement of 

“justification of purpose” according to the balancing principle. However, these 

approaches are readily criticized. It is inappropriate to directly apply the practice of 

Japanese Patent Office (which only provides an abstract explanation of “public 

interest”) to these specific cases in South Korea.  

 It is just as inappropriate for the Commissioner of KIPO to consider 

“urgency” as one of the most important criteria of compulsory licensing. This 

approach is not in accordance with the legislative purpose of Article 107(2) (iii) of the 

Korean Patent Act, which was provided to seek a harmony between patent rights and 
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the right to health. It also disregards the important differences between the text of 

Article 106(1) and Article 107(1) (iii) of the Korean Patent Act. Article 106(1) of the 

Act stipulates that:  

Where a patented invention falls under either of the following 

subparagraphs in time of war, uprising, or other similar emergency, the 

government may expropriate the patent right, work the patented 

invention or require a person other than the government to work the 

patented invention: (i) where the working of the patented invention is 

necessary for national defense; or (ii) where the noncommercial 

working of the patented invention is necessary for the public interest. 

Therefore, where an application is filed based on Article 106(1) of the Korean Patent 

Act, it can be considered significant whether the expropriation or working of a 

patented invention according to this article is urgently needed. On the other hand, 

urgency cannot be interpreted as a requirement of granting a compulsory license 

based on Article 107(1) (iii) of the Korean Patent Act. This latter article, without any 

mention of urgency, simply provides that compulsory licensing may be granted 

“where the working of a patented invention is especially necessary for the public 

interest.” Without any legal texts or precedents, the text “especially” cannot be 

interpreted as implying urgency. While a greater need for compulsory licensing could 

be recognized if compulsory licensing is urgently needed for the protection of 

citizen’s life or health, a compulsory licensing application cannot be automatically 

rejected if the need for compulsory licensing is not urgent. Moreover, this position of 
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the Commissioner of KIPO cannot be understood as a fair application of the 

balancing principle because he reviewed only whether the protection of the health of 

patients is urgently needed, without reviewing whether the protection of the patent or 

the patent owner is urgently needed. If there are no special circumstances demanding 

an urgent protection of the property rights of the patent owner, a compulsory 

licensing application must not be rejected only because the protection of life or health 

of patients is not urgent.  

Let us review how the urgency of compulsory licensing is considered from the 

perspectives of the previously-cited social justice theories. According to the utilitarian 

approach, “urgency” would be largely unimportant in compulsory licensing decisions 

because this approach requires the government to make compulsory licensing 

decisions based on whether such compulsory licensing would increase the net social 

welfare. Therefore, utilitarians would not agree with the Commissioner of KIPO’s 

emphasis of the role of “urgency” in the rejection of compulsory licensing 

applications. 

Those who support the patent system based on utilitarianism might argue that 

compulsory licensing of pharmaceutical patents could, on the positive side, help 

remedy (decrease) the net loss of social welfare caused by monopoly, but also, on the 

negative side, reduce the amount of R&D investment applied towards new medicines. 

By their nature, utilitarian compulsory licensing decisions must be made through a 

balancing test that considers not only its positive effect on the overall social welfare 

but also its negative effect on innovation which will be beneficial to the society in the 
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future. The position of the Commissioner of KIPO (who argued that compulsory 

licensing must be carefully considered because it could significantly damage the basic 

purpose of the patent system: promoting technical and industrial development) seems 

similar to this utilitarian approach, but it is ultimately different. This is because the 

Commissioner did not compare the health benefits of compulsory licensing with its 

negative effects on R&D activities, but instead placed a great importance on the 

“urgency” of the compulsory licensing situation. According to the utilitarian approach 

it would be necessary to evaluate in some way how much investment in innovation 

would be reduced by the granting of a compulsory license. It is, however, almost 

impossible to concretely estimate such an investment decrease directly. In practice, 

the negative effect of compulsory licensing for a particular medicine cannot but be 

determined indirectly by considering all relevant circumstances, including a) the 

share of domestic demand in the global demand for that medicine, and b) the level of 

novelty of the patented invention. For example, in case of Glivec, even if a 

compulsory license had been granted, the license was not likely to have decreased 

investment in developing new medicines, particularly given that the demand for 

Glivec mainly existed in developed markets such as the US, EU and Japan; while 

Glivec demand in South Korea was very low. As well, the novelty and non-

obviousness of the Glivec patent has been questioned in other countries.304  

According to social contract theories, decisions on whether to grant a 

compulsory license would be determined from the perspective of which decision 

                                                             
304 See e.g., Vikas Bajaj & Andrew Pollack, India’s Supreme Court to Hear Dispute on Drug Patents, 
THE NEW YORK TIMES (Mar. 7, 2012). 
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would meet the two principles of justice suggested by Rawls. According to the first 

principle (which applies to framing the political structure), everyone should have 

equal basic rights and freedoms that cannot be sacrificed for other social goods, such 

as economic efficiency. They also should have a fair opportunity to take public office 

or to have influence in the political regime, regardless of his/her social status.305 

Access to medicines is a part of the right to life or health, and is recognized as a basic 

human right by international treaties and the constitutions of many countries. 

Therefore, in order to meet the first principle of justice, everyone should have equal 

access to medicines, and this right of access must not be sacrificed for other social 

purposes. For example, the Commissioner of KIPO’s ultimate rejection to the Glivec 

compulsory license was made on the grounds of possible trade retaliations by 

developed countries. This is unjustifiable under social contract theory because 

rejection of the license violates the first principle of justice: a rejection would mean to 

tolerate the sacrifice of leukemia patients’ access to medicines (Glivec) and therefore 

their rights to health or life, to the detriment of the overall social welfare.  

The second principle of justice applies to the establishment and operation of 

social and economic systems. According to this principle, a person does not deserve 

more social goods than others just because he has a talent or ability that by chance 

benefits from high demand (for example, an ability to invent something new and 

useful). Social or economic inequalities are allowed only if, a) everyone has a 

substantively fair opportunity to obtain a better status, and b) those inequalities 

                                                             
305 Rawls, supra note 41.  
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provide the greatest benefit to the most underprivileged members of a society.306 As 

for how to frame the compulsory licensing system to increase access to medicines 

within social contract theory, it is instructive to begin with the patent system. The 

patent system grants inventors exclusive rights to make, to sell and to exploit their 

inventions. Therefore, if a patent right is granted for an invention, people other than 

the inventor cannot make, sell or exploit the patented invention. The same rule 

applies where other people independently made the same or any other similar 

products which fall into the scope of the patented invention, without reference to the 

patented invention. Applying this system to medicines, patent law does not limit the 

scope of people who can be the owners of pharmaceutical patents, as anyone can 

develop new pharmaceutical inventions and obtain patent rights over those 

inventions, in theory. In practice, however, the development of new medicines has 

been dominated by only a small number of big pharmaceutical manufacturers because 

it often costs a significant amount of money to develop a new medicine.307 Therefore, 

patent protection for medicines is difficult to satisfy the first condition of the second 

principle to allow a social or economic inequality (i.e., provides substantive equal 

opportunity). Some might argue, of course, that it is better for patients to benefit from 

new medicines, even if they do so under patent protection and such medicines are 

priced high. However, if the most underprivileged members of a society have no 

money or have to spend an excessive / unfair portion of their income to purchase the 

patented medicine, patent protection for such medicine would also hardly satisfy the 
                                                             
306 Id. 
307 Bernard Munos, Lessons from 60 Years of Pharmaceutical Innovation, 8 Nature Reviews Drug 
Discovery 959 (2009). 
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latter condition of the second principle (greatest benefit to the least privileged). 

Therefore, from the perspective of social contract theory, the government must try to 

satisfy the second principle of justice by actively using the compulsory licensing 

system, rather than narrowly allowing compulsory licenses only in exceptional cases 

(and, least of all, citing urgency when doing so). 

According to human functioning theory, compulsory licensing of a 

pharmaceutical patent should be determined by how much positive impact the 

patented medicine has on human capabilities. By this perspective, “urgency” also 

cannot be an important factor when considering compulsory licensing. According 

human functioning theory, it would be more important whether the human capability 

that the patented medicine aims to improve is important for patients to live as human 

beings, or whether the patented medicine is essential to the life or health of people 

given its “quality”, “safety” and “efficacy”.308 Given that a pharmaceutical patent is 

usually granted for a newer medicine, and such medicines are typically more effective 

than existing medicines, patented medicines – especially those such as Glivec and 

Fuzeon – seem to meet the “efficacy” criterion of essential medicines, and from 

which, “quality” likely follows as well. Besides these three criteria, the WHO also 

reviews “cost-effectiveness” when it determines whether a medicine can be included 

into the WHO essential medicines list; and as a result, most patented medicines 

(which are often priced high due to patent protection) are excluded from this list. 

However, according to human functioning theory, it would be unacceptable (and 

                                                             
308 These three are the selection criteria of the WHO’s list of essential medicines.  
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unjust) if a medicine which is essential to human capabilities is not available to 

patients (particularly the most underprivileged). Therefore, the fact that the price of a 

medicine is exorbitantly high as a result of patent protection would be considered an 

important factor in recognizing the need for compulsory licensing.  

 

2. Whether the Compulsory Licensing Application Was Filed against a 

Patent for an Orphan Drug 

 Orphan drug is a medicine developed specifically to treat a rare disease. 

Glivec is a treatment for chronic myeloid leukemia (CML). CML is a kind of critical 

cancer that threatens human life but is not so common to influence the majority of 

human beings. Whether a medicine is an “orphan drug” or not may be defined 

differently between countries. For example, Glivec is designated as an orphan drug in 

the US and EU, but not in South Korea or Japan.309 However, because of its high cost, 

this medicine is not on the WHO’s Essential Drug List, which considers cost-

effectiveness as a key selection factor.310 Orphan drugs such as Glivec are not needed 

by the majority of people because they are medicines for the treatment of rare 

diseases. However, they are essential medicines, particularly for those who suffer 

from such rare diseases even though the number of these patients is small. In a 

competitive market, the development and supply of orphan drugs is hardly sufficient 

                                                             
309 This information is available at http://kodc.or.kr/american/america_orphan.asp (last visited Jun. 14, 
2014). Orphan Drug Act of 1983, §526(a)(2) & §527(b)(2). 
310 Pieter Stolk, Marjolein Willemen & Hubert G. Leufkens, Rare Essentials?: Drugs for Rare Disease 
on the Essential Medicines List, A discussion paper prepared for the WHO Expert Committee on the 
Selection and Use of Essential Medicines, Mar 1, 2005. 
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for these patients because the market demand of these medicines is too weak. 

Accordingly, pharmaceutical manufacturers often give up on developing orphan 

drugs, seek patent protection after developing them with the support of a government, 

or ask the government for guaranteed sale prices so that they can sell these drugs for 

the highest price possible. The result of these courses of action is inevitably that those 

who suffer from rare diseases will face a situation where no treatment is available at 

all, and if it is, they will have to buy orphan drugs at very high prices.  

 Should a drug’s “orphan” status it be considered important in compulsory 

licensing decisions? This is an issue which is also closely related to social justice. 

According to utilitarianism, it would be regarded more cost-effective to invest in 

developing a medicine which will bring more mainstream benefits with the same 

R&D costs. Thus, other conditions being equal, the utilitarian approach would more 

naturally recommend compulsory licensing for a medicine which might be needed by 

the majority of people, not one needed by only a few. In the Glivec case, the 

Commissioner of KIPO rejected the compulsory licensing application on the ground 

that CML would not involve any significant national or social risk from 

infectiousness or any other urgency. Thus, he seemed to consider that the health 

benefit from compulsory licensing for orphan drugs (such as Glivec) would be 

limited.  

At the same time, a social contract perspective would suggest that the health 

rights of a minority suffering from rare diseases cannot be sacrificed for the economic 

benefit of the majority, just as slavery cannot be tolerated in the name of securing the 
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economic station of the majority. If a government establishes and executes a 

compulsory licensing system such that compulsory licenses are granted rarely and 

exceptionally, it would not meet the differential principle: because if patent protection 

is provided for medicines in a market system, and if compulsory licensing for 

medicines is allowed only in exceptional cases, those who suffer from rare diseases 

would have greater difficulty accessing their treatment than those who suffer from 

common diseases. Such a difficulty would be a greater burden on the underprivileged 

than on others. Therefore, according to social contract theory, the fact that a 

compulsory licensing application was filed to increase access to an “orphan drug” 

must not be the grounds for denying a compulsory license.  

Lastly, according to human functioning theory, every individual deserves 

protection of life and health, and the functional operation of a normal life as a human 

being. One of the basic human capabilities (out of 10 illustrated by Nussbaum) is 

“affiliation,” and an important element of affiliation is “respect.” In defining 

“respect”, Nussbaum explained that every human being must be treated as a presence 

of equal value and dignity to other people.311 According to this argument, human 

beings must not be treated unfavorably simply because their diseases are rare, and 

therefore, it would be unacceptable from a social justice perspective that those who 

suffer from rare diseases cannot have access to their treatments or must pay dearly for 

their drugs simply because their diseases are rare. Therefore, according to human 

functioning theory, the fact that a compulsory licensing application was filed for an 

                                                             
311 Nussbaum, supra note 290. 
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“orphan drug” could again not be a reason to deny such an application or to decrease 

the need for compulsory licensing. Government or court decisions regarding such an 

application must place the greater weight on how necessary such a drug would be for 

those patients who need it to fulfill their functional capabilities as humans. According 

to this approach, governments not only have to establish policies that enable orphan 

drugs (which were already developed) to be provided at affordable prices, but also 

have to identify the ways in which rare diseases and these drugs restrict or enhance 

human functional capabilities. Governments have the additional responsibility of 

providing various supports for the development of new orphan drugs to treat those 

rare diseases. The Thai government’s inclusion of Glivec to the list of medicines for 

which compulsory licenses were granted is close to this human capability approach.  

 In reality, policy-makers face a many difficult choices about which medicines 

they should prioritize to develop and supply to their citizens with limited resources. If 

policy-makers were only to consider the cost-effectiveness aspect of policy decisions, 

developing orphan drugs, which are needed by only a small number of people, would 

be always pushed back on the priority list. The result would be a situation where 

protecting the health rights of the minority would be perpetually set aside, no matter 

how important those drugs would be for the affected patients to live healthy lives. 

This consequence cannot be justified from a social justice perspective because it 

would mean to accept a system of sacrificing the minority interest for that of the 

majority – likely in the name of maximizing the net social welfare, or utility. Of 

course, the need for compulsory licensing will not be immediately recognized where 
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compulsory licensing applications are filed against orphan drug patents. However, the 

fact that only a small number of patients need a patented drug must not be regarded as 

an important factor in assessing the need for compulsory licensing in government or 

court decisions. If a compulsory licensing application is filed against an orphan drug 

patent, governments or courts must give a paramount consideration to how a rare 

disease impacts human functional capabilities, and how the patented drug is necessary 

to treat the disease, regardless of the number of patients who suffer from it.  

 

3. The Effect on the Life and Health of Social or Economic Minority  

 According to social contract theory and human functioning theory, if a 

compulsory licensing application is filed against a drug patent which is closely related 

to the lives and health of the disadvantaged or neglected members of a society (such 

as children, women, the aged and disease patients), the need for a compulsory license 

would be recognized more readily as compared to drugs that only support the lives or 

health of the advantaged. With respect to “life,” a basic human functional capability, 

Nussbaum argued that anyone should be able to live a normal length of life without 

dying early. From this perspective, the need for compulsory licensing would be 

greater for medicines that treat children than those for adults. The same reasoning 

would hold for compulsory licensing applications to protect the lives and health of 

other disadvantaged groups, such as HIV/AIDS patients. As the NHRCK mentioned 

in the Fuzeon case, the quality of the lives of HIV/AIDS patients is significantly low, 

not only because of physical and psychological pains but also due to social and 
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economic discrimination and prejudice. From a social justice perspective, the Korean 

government had an obligation to make Fuzeon – which is essential to the treatment of 

HIV/AIDS – available to patients at an affordable price. However, the need for 

compulsory licensing for Fuzeon would not be notably greater than that for 

compulsory licensing for other HIV/AIDS drugs, or those for the treatment of 

children.312  

 

4. Availability of Alternative Medicines  

 One matter that informs the decision-making process of compulsory licensing 

for medications is if alternative medicines are available within or readily accessible 

outside the country where a compulsory licensing application is being filed. From a 

utilitarian approach, the justification for compulsory licensing would decrease if 

alternative medicines are available because the social benefit from compulsory 

licensing would be small in such a case. From a social contract approach, if other 

medicines which can effectively substitute for the patented medicine are available at 

affordable prices, the risk of the two principles of justice being violated would be 

small even if a compulsory license is not granted for the patented medicine. This is 

because, in such a case, rejecting the compulsory licensing application is not likely to 

infringe the health of the disadvantaged. According to the human functioning theory, 

the fact that alternative medicines are available is not important in itself. The only 

                                                             
312 Fuzeon is difficult to apply to children because it requires two injections per day. See Asha Bowen, 
Pamela Palasanthiran & Annette H. Sohn, Global Challenges in the Development and Delivery of 
Paediatric Antiretrovirals, 13 Drug Discovery Today 534 (2008). 
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impact such availability would have on a compulsory licensing decision is how 

necessary the application is to secure access to the medicine, and simultaneously, how 

necessary the medicine is to secure human functioning capabilities. This approach is 

similar to the NHRCK’s finding and decision in the Fuzeon case: although alternative 

antiretroviral medicines were available for HIV/AIDS patients who developed side-

effects from taking other medications in South Korea, those medicines could not 

always substitute for Fuzeon - there were still some patients who required Fuzeon due 

to the nature of antiretroviral treatment (requiring the combination of multiple drugs). 

 No matter which social justice theory is taken, whether alternative medicines 

are available is not important in itself. The importance of these alternatives when 

considering compulsory licenses lies in determining what it would really mean in 

terms of the standards for judgment according to each perspective. In this process of 

interpretation, substitutions must not just be nominal, but substantial to have a great 

impact on the conclusions drawn from different social justice theories. Therefore, 

government agencies or courts must not concentrate on whether alternative medicines 

exist, but take a close look upon whether the patented medicine can be substantially 

and economically substituted by other medicines when they decide upon compulsory 

licensing cases. For example, in case of diseases such as CML and tuberculosis 

(whose treatment processes are often long and complicated), disease treatments can 

hardly be effective without resolving the issue of access to patented medicines, 

because drug resistances tend to develop in the process of treatment.  
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5. Whether Compulsory Licensing Must Be Considered as a Last 

Resort or Whether Alternative Remedies Are Available 

 As neither Article 107 of the Korean Patent Act nor Article 31 of the TRIPS 

Agreement requires a compulsory license to be used as a last resort to address the 

issue of limited access to medicines, compulsory licensing can be allowed even if 

access to a patented medicine can be secured by other remedies such as social 

security, social assistance and medical insurance. No social justice theory suggests 

that compulsory licensing be the last measure to address the access to medicines 

problem, either. First, according to the utilitarian approach, compulsory licensing 

decisions would be made based on which decisions could increase the net social 

welfare. Therefore, the cost-effectiveness of other measures would be needed for 

comparison and could be considered in deciding whether compulsory licensing is the 

most effective measure to address the problem of limited access to the patented 

medicine in question. For example, if the cost of purchasing patented medicines is 

mostly paid by the national mandatory health insurance – which is funded by general 

tax revenue – it means that the economic burden of purchasing expensive medicines 

will be simply passed on to the public. In other words, it would make no change in 

the overall social welfare even though the actual economic burden of patients would 

decrease thanks to the national health insurance coverage. Therefore, according to the 

utilitarian approach, compulsory licensing cannot be denied simply because the actual 

amount insured patients would pay for the drug is low. However, the increased 

economic burden on the general population (through general taxation to fund the 
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supply of those patented medicines through the national health insurance) must be 

considered when deciding the net social welfare of compulsory licensing (or other 

policy measures to increase access to a patented medicine). According to this 

approach, it would hardly be justifiable for the Commissioner of KIPO to – as he did 

– deny compulsory licensing against the Glivec patent without considering the 

economic burden of the public through general taxation. Instead, he argued that the 

treatment of CML was covered by the national health insurance and, as a result, the 

actual burden of CML patients for medicines was about 10% of the drug price. 

According to the social contract approach, compulsory licensing must be granted if it 

would meet the requirements of the two principles of justice. Therefore, this approach 

also does not require compulsory licensing to be the last resort to address the limited 

access to a patented medicine. Lastly, according to the human capabilities approach, 

if some people’s access to medicines is limited and thus it is difficult for them to 

maintain their basic functional capabilities, compulsory licensing can be justified, 

regardless of whether other remedies are available or not. There must be, however, 

adequate compensation for patent owners; because compulsory licensing against 

pharmaceutical patents limits their property rights, and if patent owners are likely to 

have irrevocable damages due to compulsory licensing, the alternative measures that 

may be available to address the access to medicines problem must be considered. 

Such alternative measures must be as fast and effective as compulsory licensing, and 

be consistently binding.  

 These considerations can be complicated: for instance, should compulsory 
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licensing still be granted even if patent owners suggest providing or actually provide 

some patients with free drugs temporarily simply in order to avoid compulsory 

licensing? Even if a patent owner (an original drug manufacturer) promises to provide 

free drugs to all patients or those who meet its income requirements, government 

agencies or courts should only reject to grant a compulsory license based on such a 

promise only if: a) such a promise to provide free drugs is legally binding so that it 

can be enforced if violated; and b) free drugs are provided consistently for an 

expected period of time. In the Fuzeon case, the NHRCK also determined that, even 

though there had been various proposals by the patent owners to avoid the issuance of 

a compulsory license (such as package negotiations, refunds, and promoting the 

supply of newly-developed antiretroviral treatments), these proposals were not likely 

to work quickly given that, for more than 4 years, the patent owner had not provided 

Fuzeon since it got a marketing approval for the sale of Fuzeon in South Korea in 

May 2005.  

 

6. Whether the Applicable Medicine Is Being Normally Supplied in the 

Domestic Market 

 In the Glivec case, the Commissioner of KIPO mentioned as a reason to reject 

the compulsory licensing application against the Glivec patent the fact that Glivec 

was being supplied normally in South Korea. However, this decision cannot be 

justified because it disregarded the fact that this application was filed on the ground 

of Article 107 (1) (iii) of the Korean Patent Act (“the public interest”), not on the 
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ground of Article 107 (1) (i) or (ii) (“non-working of an invention”) which were 

provided to control the abuse of a patent right.  If a compulsory licensing application 

is filed on the ground of non-working of an invention, the Commissioner of KIPO 

would need to review whether  the ground corresponds to an abuse of a patent right, 

and if the patent owner had a fair reason not to work his/her invention, such 

application would be rejected.  In contrast, if a compulsory licensing application is 

filed, as in the Glivec case, on the basis of the ground of Article 107 (1) (iii) of the 

Korean Patent Act (“the public interest”), the Commissioner of KIPO must grant a 

compulsory license if such license is necessary for the public interest, regardless of 

whether the applicable inventions is being worked by its patent owner or not.  In other 

words, whether a medicine is being normally supplied in the domestic market and/or 

whether the patent owner has a fair reason for not doing so should not be a criterion 

for government agencies’ judgments on compulsory licensing applications.   

 

IV. Proposal of Criteria for Developing Countries’ Decisions on 

Compulsory Licensing from a Social Justice Perspective 

 Social distribution of medicines is no less important than that of any other 

goods or social status because medicines are essential goods for individuals to live 

their lives. Moreover, access to medicines is an important element of the right to life 

or health acknowledged by international treaties and domestic laws. As more new 

medicines are developed and patented, there is a greater need for compulsory 

licensing to be employed in developing countries. Given these circumstances, 



201 
 

developing countries deciding upon compulsory licensing would benefit from some 

guidance on how to effect a fair distribution of medicines. Criteria to inform their 

judgments should include the careful consideration of a number of facts. First among 

these is that their task is to compare and balance legal interests in property rights 

(patent rights) with those of the right to life or health, which is often recognized to 

have a more important value than property rights in many countries. Second is the 

fact that their decisions are not simply to interpret the law but to have an important 

meaning from the perspective of social justice. And third, it would be inappropriate to 

apply strict standards for judgment when these countries decide upon compulsory 

licensing cases because the purpose of compulsory licensing for patented medicines is 

not simply to regulate an abuse of patent rights, but to actively help the most 

disadvantaged to access patented medicines.  

 However, neither domestic legislation nor international treaties have provided 

detailed criteria for judging how the legal grounds of compulsory licensing such as 

“the public interest” should be interpreted in real cases. Therefore, government 

decisions on compulsory licensing can be significantly influenced by how they view 

the social welfare distribution, and the related effects of compulsory licensing from a 

social justice perspective. Given the welfare distribution effect of compulsory 

licensing and its health-related impacts, I propose that the criteria for developing 

countries’ judgments on whether to grant compulsory licenses to increase access to 

medicines must be acknowledged from a social justice perspective, especially one 

that combines human functioning theory and social contract theory.  Based on the 
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combined findings from the overview of social justice theories and my comparison of 

the grounds referred to by two different government agencies of South Korea 

regarding compulsory licensing decisions, I recommend that developing countries 

consider the following criteria for their decisions on whether to grant compulsory 

licenses to increase access to medicines: 

(1) how necessary the patented medicine is for securing basic human 

capabilities; 

(2) whether this medicine is especially necessary for the treatment of rare 

diseases; 

(3) whether this medicine is especially necessary to protect the lives or health 

of the socially or economically disadvantaged such as children, women, 

the aged and those who suffer from life-threatening diseases (such as 

HIV/AIDs) and cannot work or live normally;  

(4) whether other medicines are available which may substitute this medicine 

substantially and economically.  

However, urgency of compulsory licensing and whether the applicable patent is being 

worked domestically should not be considered as important criteria for these 

countries’ decisions on compulsory licensing.  

 As health is the most basic requirement for people to live their lives, if 

compulsory licensing applications are filed against pharmaceutical patents, social 

justice theories (human functioning theory in particular) can be helpful in identifying 

concrete criteria for making these judgments. If a compulsory licensing application is 
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filed to increase access to a patented medicine which is necessary for the treatment of 

a disease that poses an imminent and significant threat to human life or health, the 

compulsory licensing application must not be rejected simply because a) the disease 

is not highly infectious, or b) it is a rare disease that affects only a small number of 

people, or c) because other medicines can be purchased or imported, or even if d) the 

patented medicine is not included in the existing lists of essential medicines by the 

WHO or other international / government agencies.313 Government agencies deciding 

on compulsory licensing of pharmaceutical patents must consider all of the above-

mentioned criteria as a whole; bearing in mind these considerations can be difficult 

depending on the case at hand. And as is often the case in such difficult and complex 

situations, a balance is needed.   

 

 

  

                                                             
313 WHO and some countries have announced lists of essential medicines in consideration of the safety, 
quality and cost-effectiveness of medicines, but these lists do not include all essential medicines. They 
are meant to be revised and expanded as the time and place changes.  
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CHAPTER 5: REMUNERATION FOR THE USE OF A 

PHARMACEUTICAL PATENT UPON COMPULSORY LICENSING 

 

I. Background 

Both the TRIPS Agreement and the Paragraph 6 system provide that 

“adequate remuneration” shall be paid for the use of a patented invention under 

compulsory licensing on a case-by-case basis, taking into account the economic value 

of the authorization for the use of the patented invention under compulsory 

licensing.314 Some WTO members have similar compensation standards to this, and 

others have higher standards than this.315 In any case, it is very difficult to determine 

the amount of such compensation in real cases because the interpretation of “adequate 

remuneration” or any other similar terms provided in many domestic laws can be a 

great challenge to developing country governments with no clear rules, guidelines or 

precedents, because they are often provided as open and unclear concepts. In this 

chapter, I review various proposals to determine the amount of such compensation 

and propose to use a contingent valuation method as a tool for calculating such 

compensation.  

 

II. Adequate Remuneration Requirement and Proposals 
                                                             
314 See e.g., TRIPS Agreement, art. 31(h). This compensation requirement was not part of the Paris 
Convention rules on compulsory licensing. 
315 See e.g., 28 U.S.C. § 1498 (“reasonable and entire compensation” for a government’s use of a 
patented invention without a license of the patent owner); New Zealand Patent Act 1953 §57.3(b) 
(“reasonable remuneration”). 
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A. What Does Adequate Remuneration Mean? 

There are various ways of interpreting the requirement of “adequate 

remuneration” provided in Article 31(h) of the TRIPS Agreement. The first 

interpretation is that compensation for the use of a patented invention under 

compulsory licensing is not necessary under certain circumstances. For example, 

Vaughan argues that if a compulsory license is granted against an important patented 

medicine for public use in a developing country, “where a pharmaceutical company 

has targeted no investment or has no expectation of profits,” the text of adequate 

remuneration in the TRIPS Article 31(h) should be interpreted as to mean “without 

compensation.”316 However, such interpretation would be unacceptable without a 

textual revision of Article 31(h) of the TRIPS Agreement, because it is beyond the 

scope of legal interpretation of the article, which clearly requires at least some 

remuneration should be paid to a patent owner. Seen from a social justice perspective, 

it would be also unfair to entirely deny someone’s legitimate property right without 

any compensation if his/her property is provided for a public use by law without 

his/her approval.  

The second way of interpreting “adequate remuneration” requires giving 

serious consideration to whether a patent owner is a bad actor who has abused his/her 

patent. This interpretation suggests that if a compulsory license was granted in an 

emergency without a patent owner’s abuse of his/her right, the amount of adequate 

remuneration should be significantly higher, or enough to not be a great economic 

                                                             
316 Susan V. Vaughan, Compulsory Licensing of Pharmaceuticals under TRIPS: What Standard of 
Compensation?, 25 Hastings Int’l & Comp. L. Rev. 87 (2001). 
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burden on those who manufacture, sell or import generic medicines based on 

compulsory licensing.317 According to this approach, the baseline for determining 

adequate remuneration for the use of a pharmaceutical patent (upon compulsory 

licensing for public health needs) should be more than the industry-wide royalty, 

unless the owner of the patent has abused it. However, this interpretation is also 

unacceptable because it disregards the fact that the manufacture, sale or importation 

of generic medicines upon compulsory licensing is a legitimate activity contributing 

to a public interest. “Industry-wide royalty rates” are the standards for compensation 

for patent infringement. In some cases, more-than-compensatory damages can be 

awarded; for example, for an intentional infringement of patent right, for which 

punitive damages can be awarded. But given that the use of a pharmaceutical 

invention under compulsory licensing is legitimate and granted for public health 

needs, even industry-wide royalty rates can be too high to be the standards for 

adequate remuneration.  

The third way is to interpret adequate remuneration as a remuneration level 

located somewhere between “no compensation” and “the full market value of a 

patent.” This approach views adequate remuneration as a contrast to equitable 

remuneration, and finds its justification from the textual difference between Article 

31(h) (“adequate remuneration”) and Article 70(4) (“equitable remuneration”) of the 

TRIPS Agreement – the latter of which provides for retroactive protection of newly-

protectable subject matter, regardless of whether a patented invention is provided for 

                                                             
317 Siddartha Rao, Closing the Global Drug Gap: A Pragmatic Approach to the Access to Medicines 
Problem, 3 Journal of Legal Technology Risk Management 1, 10 (2008). 
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public use or not.318 Based on the textual difference between Article 31(h) and Article 

70(4) of the TRIPS Agreement, this interpretation seems to be the best for 

determining adequate remuneration, although the amount of adequate remuneration 

would be decided after the totality of circumstances test. A humanitarian reading of 

compulsory licensing provisions would also require that the level of “adequate 

remuneration” be less than the regular royalty rates when a compulsory license is 

issued for public health needs.  

However, even under this interpretation, the scope of adequate remuneration 

remains broad. It is difficult to determine what should be the baseline, and how much 

the remuneration should be lowered to be both “adequate” and fair. To date, several 

remuneration guidelines have been proposed to address this issue. In this section, 

existing guidelines are reviewed to identify factors and suggest complimentary ideas 

to be considered by governments or other bodies considering these issues. 

 

B. Guidelines and Proposals for Determining the Amount of 

Adequate Remuneration  

1. Guidelines of the Japanese Patent Office and the EU 

In 1998, the Japanese Patent Office (JPO) published guidelines for setting 

royalties on government-owned patents, which can be applied to determine the 

amount of adequate remuneration for the use of patented inventions through 

compulsory licensing to increase access to medicines. These guidelines allow for 
                                                             
318 Antony Taubman, Rethinking TRIPS: ‘Adequate Remuneration’ for Non-Voluntary Patent 
Licensing, 11 J. Int’l Econ. L. 927, 952 (2008). 
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normal royalties of 2% to 4% of the price of the generic product, and they can be 

increased or decreased by 2%, for a final range of 0% to 6%.319 An important concept 

included in these guidelines is the “utilization ratio” of 0% to 100%. This is used to 

allocate the total amount of remuneration among patent owners (if manufacturing a 

product involves using multiple patented inventions). The utilization ratio can be 

useful for determining the amounts of remuneration among patent owners if multiple 

compulsory licenses are granted to increase access to a medicine whose production 

requires using multiple pharmaceutical inventions. Meanwhile, the EU regulation sets 

a maximum of 4% of the total price, to be paid by an importing country for the use of 

a patented invention under compulsory licensing in the cases of emergency or public 

non-commercial use.320 The main purpose of setting these remuneration guidelines is 

to accelerate the process of granting a compulsory license in cases of national 

emergency or other circumstances of urgency (or in cases of public non-commercial 

use under Article 31(b) of the TRIPS Agreement). If a compulsory license is granted 

in other cases, the amount of remuneration is determined on the basis of the economic 

value of the license and humanitarian considerations. 

 

2. Guidelines of the United Nations Development Programme 

                                                             
319 James Love, Remuneration Guidelines for non-Voluntary Use of a Patent on Medical Technologies, 
at 52, available at http://keionline.org/sites/default/files/who_undp_2005_royalty_guidelines.pdf (last 
visited Jul. 4, 2014). 
320 Regulation (EC) No 816/2006 of the European Parliament and of the Council of 17 May 2006 on 
compulsory licensing of patents relating to the manufacture of pharmaceutical products for export to 
countries with public health problems, Regulation (EC) No 816/2006 of the European Parliament and 
of the Council, OJ No L 157, 9. 6. 2006, available at 
http://www.wipo.int/wipolex/en/text.jsp?file_id=182695 (last visited Jul. 4, 2014). 
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In 2001, the United Nations Development Programme (UNDP)’s Human 

Development Report proposed that compensation should need to be predictable and 

easy to administer.321 This report illustrated that Germany used rates from 2-10% and 

Canada used to pay royalties of 4%. Developing countries may increase these rates by 

an extra 1% to 2% for the medicines of particular therapeutic value or decrease them 

by an extra 1% to 2% when research and development has been partly covered by 

public funds. This approach is simple, predictable, easy to administrate, and able to 

incorporate various factors such as how innovative a patented medicine is. 

 

3. Guidelines of Canada’s Access to Medicines Regime 

Under Canada’s Access to Medicines Regime (CAMR), the amount of 

remuneration payable to a patent owner is calculated by a formula which multiplies 

“the monetary value of a supply contract” by “the amount determined on the basis of 

the importing country’s rank on the UN’s Human Development Index (HDI).” The 

royalty rates under these guidelines are, on average, lower than those royalty rates 

according to the guidelines of the JPO, the EU or the UNDP. Under this formula, the 

lowest country on the HDI would pay a royalty of approximately 0.02 percent, and 

the highest country 3.5 percent only.322 These royalty rates apply to calculating the 

amount of remuneration for the use of pharmaceutical patents if compulsory licenses 

are granted to allow Canadian drug manufacturers to export generic medicines to 

                                                             
321 UNDP, HUMAN DEVELOPMENT REPORT 2001 (Oxford University Press 2001). 
322 See Government of Canada, Report on the Statutory Review of Sections 21.01 to 21.19 of the Patent 
Act 17 (2007), available at www.camr-rcam.gc.ca/review.../camr_rcam_report_rapport-eng.php (last 
visited Nov. 14, 2011). 
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developing countries according to the rules of the CAMR. Meanwhile, if a patent 

owner is not satisfied with the amount of remuneration determined by this formula, 

he/she can file a lawsuit with the Canadian Federal Court.323 In such a case, the courts 

must take into account the economic value of the use of a generic medicine by an 

importing country and the humanitarian and non-commercial reasons underlying the 

issuance of compulsory licenses.324 Generic manufacturers and political activists 

consider this right (of challenging the amount of remuneration) as unnecessary, and as 

discouraging the use of CAMR. 

 

4. Tiered Royalty Method 

The Tiered Royalty Method (TRM) was proposed as a way of calculating the 

amount of remuneration for the non-voluntary use of patented medical 

technologies.325 According to this proposal, the baseline royalty is 4% of the price of 

the patented medicine in the high-income country, not 4% of the price of the generic 

medicine. This baseline is then adjusted on the basis of income per capita and burden 

of disease. This position provides for higher royalties for middle- and high-income 

countries with low burdens of diseases, and lower royalties for low-income countries 

with high burdens of diseases. 

This method was actually used by the Ecuadorian government to calculate the 

amount of remuneration when it granted a compulsory license for the use of Abbott’s 
                                                             
323 Id.  
324 Id. 
325 James Love, Remuneration Guidelines for Non-Voluntary Use of a Patent on Medical Technologies, 
WHO/TCM/2005.1, available at 
http://www.who.int/medicines/areas/technical_cooperation/WHOTCM2005.1_OMS.pdf. 
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patented invention of an HIV/AIDS drug (Kaletra®).326 This Ecuadorian practice is 

not a source of law for WTO dispute panels to interpret the texts of the TRIPS 

Agreement, and the amount of remuneration for the use of patented inventions under 

compulsory licensing is determined by WTO dispute panels on a case-by-case 

basis.327 However, this practice can still have a great implication for the interpretation 

of “adequate remuneration” provided in Article 31(h) of the TRIPS Agreement 

because the TRIPS dispute panels used to validate their interpretations of the rules of 

the TRIPS Agreement by surveying actual practices of member countries.328  

 

5. Creating an Independent WTO Committee 

Another proposal for determining the amount of remuneration for the use of 

patented inventions upon compulsory licensing is to create an independent WTO 

committee. The committee would be tasked with determining, in consultation with 

patent owners and WTO member countries granting compulsory licenses, the amount 

of remuneration to be made in these cases. The committee would consider various 

factors that would impact the calculation, such as GDP, royalty rates paid for similar 

patents, cost of production, nature and scope of the license, the therapeutic value of 

                                                             
326 Ritonavir is often compounded with lopinavir, an ingredient that has not been patented in Ecuador. 
According to the calculation of the TRM, a royalty of $0.041 was determined to be paid to the patent 
owner (Abbott) for each capsule of ritonavir 100 mg. See Catherine Saez, Ecuador Grants First 
Compulsory License, For HIV/AIDS Drug, Intellectual Property Watch, 22 April 2010, http://www.ip-
watch.org/weblog/2010/04/22/ecuador-grants-first-compulsory-licence-for-hivaids-drug/ (last visited 
Aug. 6, 2014). Ritonavir is often compounded with lopinavir, an ingredient that has not been patented 
in Ecuador. According to the calculation of the TRM, a royalty of $0.041 was determined to be paid to 
the patent owner (Abbott) for each capsule of ritonavir 100 mg. 
327 Taubman, supra note, at 959. 
328 Panel Report, Canada – Pharmaceutical Patents, WT/DS114/R,17, 17 March 2000. 
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the medicine, and so forth.329 While this proposal suggests the process of determining 

the amount of remuneration, it provides little guidance on how those many factors 

should be combined and evaluated together in practice for calculating the amount of 

remuneration.  

 

III. Proposing a Contingent Valuation Method to Estimate the Base 

Medicine Price for Calculating the Amount of Adequate 

Remuneration 

As seen in the review of currently-available remuneration guidelines or 

proposals above, the basic formula to calculate the amount of remuneration is to 

multiply a “base medicine price” with a “royalty rate.” While the base medicine price 

represents the economic value of a patented product manufactured or imported under 

compulsory licensing, the royalty rate represents the value of the license for the use of 

a patented invention. These guidelines or proposals discuss how the royalty rate 

should be determined, and many of them suggest that the royalty rate should be 

increased or decreased according to the level of economic development of a country 

granting a compulsory license. However, they provide little guidance in regards to 

how the base medicine price should be determined. In this section, I discuss why it is 

improper to use the price of a brand-name drug or a generic drug as the base medicine 

price, and suggest a contingent valuation method as a way of determining the base 

medicine price for calculating the amount of remuneration.  

                                                             
329 Skees, supra note, at 276. 
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A. Problems of Currently-Available Guidelines or Proposals 

Many remuneration guidelines or proposals suggest that the amount of 

remuneration should be calculated by a simple formula multiplying the price of a 

brand-name or generic medicine with the industry-wide royalty rate. In other words, 

the options for “the base medicine price” in the calculation of remuneration have been 

the shelf price of a brand-name or that of a generic drug, although the TRIPS 

Agreement does not require WTO members to base the royalty for adequate 

remuneration (under Article 31(h) of the TRIPS Agreement) on the prices set by the 

patent owner or generic manufacturers.330 These guidelines or proposals enumerate 

“the royalty rate” in the calculation of adequate remuneration in order to reflect the 

difference in GDP per-capita among countries. However, these approaches have 

significant shortcomings, which are summarized below.  

First, using the price of a brand-name or generic medicine as the base 

medicine price for calculating the amount of remuneration cannot adequately reflect 

patients’ ability and willingness to pay for the medicine (to be manufactured in or 

imported) in a country where a compulsory license is granted. This is because the 

price of a brand-name drug is usually the causal factor that necessitates a compulsory 

license, because the price of a brand-name drug can often be exorbitantly high and 

limit patients’ access to this medicine significantly. It is also inadequate to use the 

                                                             
330 See UNITED NATIONS CONFERENCE ON TRADE AND DEVELOPMENT – THE INTERNATIONAL CENTER 
FOR TRADE AND SUSTAINABLE DEVELOPMENT, RESOURCE BOOK ON TRIPS AND DEVELOPMENT 475 
(Cambridge, 2005), also available at http://www.iprsonline.org/unctadictsd/ResourceBookIndex.htm.  
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price of a generic medicine because, although the price of a generic medicine is 

usually lower than that of a brand-name medicine, the difference in these prices might 

be relatively small. A generic price at the time of compulsory licensing might not be 

sufficiently low because the price is set before economies of scale are established yet 

as a result of compulsory licensing.331 Moreover, no reasonable price yet exists for 

the medicine to be manufactured or imported in a country where a compulsory license 

is granted, because in these situations generic medicines have not been available due 

to patent protection in the country. The price of a generic medicine sold by a generic 

manufacturer in other countries can be considered an influential factor for 

determining the base medicine price, but it must not be regarded as the base medicine 

price as-is, because it only represents the level of demand for this medicine in those 

countries – not the level of demand in a country where a compulsory license is 

granted. Demand for a medicine may vary across countries significantly because 

countries differ in many aspects, including the burden of disease and income level of 

patients who need the medicine. If the patent holder gives up the supply of her 

patented medicine in the market, there is a risk that generic manufacturers could 

increase their prices. While generic manufacturers may price their products slightly 

lower than the patent holder, this is not sufficient for the purpose of compulsory 

licensing. The risk becomes greater when the number of generic manufactures is very 

                                                             
331 Building economies of scale is important to the patients in both developed and developing 
countries. For this, Barton suggests that all countries benefiting from lower generic drug prices deal 
with the problems of counterfeit medicines and corruption in distribution chains, and reduce tax and 
regulatory barriers. Such efforts will help build sufficient economies of scale that can encourage 
generic drug supplies. For quality controls, he suggests that countries carry out regulatory 
harmonization globally rather than organizing their own national regulations.  
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small, which is often the case.  

Second, current remuneration guidelines or proposals try to increase or 

decrease the amount of adequate remuneration by using different royalty rates on the 

basis of income class or GDP per-capita of a country considering a compulsory 

license. While this approach can justify lower remuneration in lower income 

countries, it is still not a good way of determining the amount of adequate 

remuneration for compulsory licensing because the price of a drug is not 

proportionate to the income class or GDP per-capita of a country – indeed, little 

correlation is found between the drug price paid and the income class of the 

country.332 Scherer and Watal (2002) also found (in the late 1990’s) that the prices of 

many life-saving medicines for HIV/AIDS were not significantly lower in the 

developing countries of Africa and Latin America than they were in the rich OECD 

countries. Other empirical studies also do not find any significant correlation between 

price and GDP or GNP per-capita, or any other proxies for income either.333  

Third, it is also inappropriate that current guidelines or proposals use “the 

industry-wide royalty rate” as the base royalty rate for calculating the amount of 

adequate remuneration for compulsory licensing. The price of a brand-name or 

generic medicine is often used as “the base medicine price”, because “the industry-

wide royalty rate” is one of the main standards for determining the amount of 

remuneration for patent damages. However manufacturing or importing generic 
                                                             
332 Prashant Yadav, Differential Pricing for Pharmaceuticals, at 21,U.K. Department of International 
Development, London (2010), available at 
http://collection.europarchive.org/tna/20101011133118/http://dfid.gov.uk/Documents/publications1/prd
/diff-pcing-pharma.pdf (last visited Nov. 9, 2011). 
333 See Maskus and Ganslandt 2002, Hellerstein 2004, Lai and Yadav 2007 and Waning et al., 2009. 
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medicines under compulsory licensing is not illegal patent infringement, but a 

legitimate activity to serve the public interest of increasing limited access to patented 

medicines. Given this critical difference, the base royalty rate should be lower than 

the industry-wide royalty rate for determining adequate remuneration for compulsory 

licensing, regardless of the income class or GDP per-capita of a country granting a 

compulsory license. 

As seen above, the most fundamental problem of the currently-available 

guidelines or proposals for determining the amount of adequate remuneration is that 

they pay little attention to the legality and purpose of activities performed under 

compulsory licensing to increase access to medicines. Manufacturing or importing 

generic medicine upon compulsory licensing is a legitimate activity to increase 

limited access to expensive patented medicines. While some remuneration must be 

paid to patent owners for the use of their patented inventions upon compulsory 

licensing, such remuneration must be nothing more “adequate.” This standard is to be 

determined in consideration of the fact that, in many cases, those patients who are 

benefited from compulsory licensing are the most disadvantaged ones. If the country 

granting a compulsory license only began to protect patent rights recently, it should 

give the greatest consideration for these people when determining the amount of 

adequate remuneration.  

 

B. Proposal for Determining the Amount of Adequate Remuneration 

Determining adequate remuneration for the use of pharmaceutical inventions 



217 
 

upon compulsory licensing is a task that requires both economic evaluations and 

social justice considerations. Based on the three social justice theories (utilitarianism, 

social contract theory and human capabilities approach) discussed in the previous 

chapters, I propose to calculate the amount of adequate remuneration using a formula 

which multiplies the following three components: “the base medicine price”, “the 

royalty rate,” and the “compensation ratio” of the medicine to human functioning 

capabilities. I further propose three steps for calculating the amount of adequate 

remuneration:  

(i) Use the contingent valuation method for determining “the base medicine 

price”;  

(ii) Adjust the royalty rate on the basis of the income level of those patients 

who will be benefited from compulsory licensing  

(iii) Determine compensation share on the basis of how much the licensed 

medicine can contribute to basic human functioning capabilities. 

In what follows, I review each of these steps in detail.  

 

1. Step I: Determining the Base Medicine Price Using a Contingent 

Valuation Method 

Determining “the base medicine price” is the first step in the process of 

calculating the amount of adequate remuneration. In this step of the calculation, “the 

base medicine price” represents the economic value of a medicine which will be 
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manufactured or imported in a developing country granting a compulsory license. 334 

The economic value of this medicine must be estimated because there has been no 

competitive domestic market price for this medicine; without which, supply and 

demand for this medicine in the country cannot determine the appropriate price. 

Utilitarian approaches are central to this first step of estimating the base medicine 

price, while other perspectives such as social contract theory and human functioning 

theory may have great implications for the remaining steps of calculating the amount 

of adequate remuneration. Among the various methods of economic evaluation, I 

propose to use contingent valuation because this method more effectively estimates 

the economic value of medicine than others: medicines derive economic value 

directly from the patients who will consume the medicine in that country. This is done 

by asking them of how much they are able and willing to pay for the medicine.  

 

a. Contingent Valuation Survey with Willingness to Pay Questions 

The two prominent methods of economic evaluation for health-related 

products or programs are cost-effectiveness analysis and cost-benefit analysis. Cost-

effectiveness analyses evaluate health effects with measures such as Quality-Adjusted 

Life Years (QALY)335 or Disability-Adjusted Life Years (DALY).336 These measures 

                                                             
334 The amount of remuneration for the use of a pharmaceutical invention should be determined on the 
basis of the economic value of a medicine in a country where such medicine will be manufactured or 
imported under compulsory licensing. See e.g., Netherlands, Policy Rules for the Issuance of a 
Compulsory License under §57 of the Patents Act 1995, art. 5 (“The Minister of Economic Affairs 
shall determine adequate remuneration to be paid by the licensee taking into account the economic 
value of the product to the importing state.”). 
335 QALY is a measure of disease burden which takes into account both the quality and the quantity of 
life generated by healthcare interventions. It is the arithmetic product of life expectancy and a measure 
of the quality of the remaining life-years. A QALY places a weight on time in different health states. A 
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are regarded as sufficient to determine whether a particular policy choice is cost-

effective or not compared to other options (including the option of doing nothing). 

However, cost-effectiveness analyses provide little guidance for determining “the 

base medicine price” part of the adequate remuneration calculation because the 

estimated values from these analyses are not monetary. Contingent valuation, which 

is often referred to as the stated preference model, is a survey-based economic 

technique for the valuation of non-market resources, such as environmental 

preservation or the impact of contamination. The name of this method refers to the 

fact that the values stated by survey respondents are contingent upon the constructed 

or simulated market presented in the survey. This technique has been widely used for 

cost-benefit analyses of projects impacting on environment or health. The value of 

environmental or health products or programs (which often do not have market 

prices) can therefore be effectively estimated by contingent valuation method. 

Particularly, it has become popular in health economics because it can value health 

improvement from a patient’s perspective.337 Contingent valuation elicits, through a 

survey, responses to valuation questions about the benefit of a health-related product 

or service. This method can be used to determine the economic value of a medicine in 

a developing country granting a compulsory license, which is important because no 
                                                                                                                                                                              
year of perfect health is worth 1 and a year of less than perfect health is worth less than 1.  
336 For the definition and calculation of DALYs, see the explanation on the WHO website (“One DALY 
can be thought of as one lost year of "healthy" life. The sum of these DALYs across the population, or 
the burden of disease, can be thought of as a measurement of the gap between current health status and 
an ideal health situation where the entire population lives to an advanced age, free of disease and 
disability”…“DALYs for a disease or health condition are calculated as the sum of the Years of Life 
Lost (YLL) due to premature mortality in the population and the Years Lost due to Disability (YLD) 
for people living with the health condition or its consequences.”), available at 
http://www.who.int/healthinfo/global_burden_disease/metrics_daly/en/ (last visited Jul. 8, 2014). 
337 Olsen & Smith, 2001. 
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fair market price has been established for a medicine in that country. In a contingent 

valuation survey, there are two types of valuation questions – willingness to pay and 

willing to accept questions. In this study, I propose to use willingness to pay questions 

for estimating the value of the licensed medicine because using these questions is 

easier and more accurate than using willing to accept questions to estimate values.338 

 

b. Merits of Using Contingent Valuation Survey 

Using contingent valuation for determining the base medicine price may have 

valuable advantages with regard to determining the amount of adequate remuneration 

for the use of a patented invention under compulsory licensing. First, the amount 

estimated from the results of a contingent valuation survey can be more persuasive 

and acceptable to both the patent owner and those patients who need the licensed 

medicine because such amount represents the demand for the licensed medicine to be 

sold in the country granting a compulsory license.339 The patent owner can 

understand that it must set a lower price for this medicine in a low-income country to 

maximize the total profits from markets with different demands. In other words, it can 

see that it would not be able to increase its profit by setting a high price for this 

medicine within the low-income country (even if it has a patent) because the demand 

for this medicine would decrease if it set the drug price too high. This amount is also 

persuasive for patients because it well-represents their own ability and willingness-to-

                                                             
338 World Bank, CVM explanation. 
339 Understanding on Rules and Procedures Governing the Settlement of Disputes, art. 3(7), Apr. 15, 
1994, Marrakesh Agreement Establishing the World Trade Organization, Annex 2, Legal Instruments – 
Results of the Uruguay Round, vol. 31, 33 I.L.M. 112 (1994) [hereinafter DSU]. 
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pay for the medicine.  

Second, by performing a sample survey of patients’ willingness to pay for the 

licensed medicine, this method can incorporate a patient perspective to the 

quantification of the economic value of the health benefits from the licensed drug. 

The estimated result of this valuation method represents patients’ ability and 

willingness to pay for the licensed medicine better than other remuneration guidelines 

that differentiate the amount of adequate remuneration on the basis of “per-capita 

income” or simply applying “industry-wide royalty rates.” For example, the per-

capita GDP of a country may not well represent the income level of patients, 

particularly if those patients happen to be disproportionately disadvantaged groups 

within their country. Using industry-wide royalty rates may have the same problem. 

Third, this method is easy and simple to apply. Contingent valuation can make 

the valuation of health benefits from a licensed medicine a straightforward task by 

administering a survey asking patients about the monetary value of the licensed 

medicine.  

Fourth, the results of contingent valuation can be helpful for other proposals 

to increase access to medicines, such as differential pricing. Differential pricing 

means to set different prices of the same product for different consumer groups with 

different demand curves. This approach allows manufacturers to incorporate into their 

pricing strategies the differences in the willingness to pay for their product or service. 

A great challenge to this approach is how to determine prices that can reflect the 

willingness-to-pay of consumers in different countries or different market segments. 
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One idea is to differentiate the price in different countries, based on per-capita GDP 

of each country.340 This equates to using per-capita GDP as a proxy for a patient’s 

ability and willingness to pay. The problem here is that per-capita GDP is not a good 

proxy for this compared to the estimated amount of willingness-to-pay using the 

results of a contingent valuation survey (which directly asks patients how much they 

are willing to pay for the product and estimates the value of benefits from the 

product). Using per-capita GDP as a proxy for patients’ willingness-to-pay is 

especially inappropriate if the burden of a particular disease is significantly different 

from the average burden of other diseases or if significant income gaps exist in a 

country.341 

 Lastly, the results of a contingent valuation survey on the economic value of a 

medicine can be useful information for a government deciding upon on whether to 

include this medicine into universal health insurance coverage, and after which, what 

would be the fair market price of this medicine. With this information, the 

government could make better plans for how much it should increase taxes or out-of-

pocket payments in order to include a particular treatment into its universal health 

insurance program. 

 

c. How to Perform Contingent Valuation Survey 

(1) Choosing a Valuation Technique: Double-Bounded Dichotomous 

                                                             
340 Lopert et al. (2002). 
341 Flynn et al. (2009) (indicating that the highly uneven income distributions in developing countries 
lead to a large portion of the market being underserved when the manufacturer chooses its optimal 
price). 
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Choice 

Valuation techniques for contingent valuation surveys include open-ended 

questions, bidding games, payment cards, ranking, dichotomous choice experiments, 

and so forth. Among these various techniques, I propose to use the double-bounded 

dichotomous choice (DBDC) model to estimate the economic value of a licensed 

medicine to be manufactured or imported upon compulsory licensing because the 

DBDC is one of the most popular methods used for the economic evaluation of non-

market or public products. It has also been recommended as the most desirable 

contingent valuation method by the National Oceanic and Atmospheric 

Administration (NOAA).342  

In a contingent valuation survey using the DBDC technique, respondents are 

asked to answer whether they are willing to pay certain amount for the use of a 

product or service or not: if they answer yes to this question, they are asked whether 

they are willing to pay double this amount, and if they answer no to the first question, 

they are asked whether they are willing to pay half the amount asked in the first 

question. The amount of patients’ willingness-to-pay is estimated from the answers of 

sample respondents to these double-bounded dichotomous choice questions by using 

a statistical model such as logit and probit. A bivariate probit model, which allows the 

general correlation between the two amounts of true willingness-to-pay, seems to be 

                                                             
342 Kenneth Arrow et al., Report of the NOAA Panel on Contingent Valuation, The National Oceanic 
and Atmospheric Administration, Jan. 11, 1993, available at 
http://www.cbe.csueastbay.edu/~alima/courses/4306/articles/NOAA on contingent valuation 1993.pdf 
(last visited Jul. 13, 2014).  



224 
 

better for determining the economic value of the licensed medicine.343 

Using the DBDC technique may have several merits. First of all, it is easy to 

implement in a survey. This method can increase the response rate by simplifying the 

selection process of respondents. Another advantage of dichotomous choice is that it 

can reduce any excessive variation of respondents’ willing-to-pay by asking a follow-

up valuation question. The statistical reliability of the DBDC can be ensured with a 

relatively small number of sample respondents.344 

 

(2) Constructing Contingent Valuation Scenario and Questionnaire  

Performing a contingent valuation survey involves two steps: constructing a 

hypothetical market for the licensed medicine in a country granting a compulsory 

license, and asking patients the maximum amount they are willing to pay for the 

medicine. In doing this, the contingent valuation survey describes scenarios with 

sample patients in a developing country. These scenarios should provide sample 

patients with detailed information on the efficacy and safety of the licensed drug so 

that they can make better-informed evaluations. The contingent valuation survey 

should also include a questionnaire with attitudinal, behavioral, primary valuation, 

additional valuation, debriefing and demographic questions. This questionnaire often 

requires careful pretesting to minimize any possible bias in eliciting the amount of 

willingness-to-pay for the licensed medicine from the survey of sample patients. 

 

                                                             
343 See Cameron and Quiggin (1994). 
344 See Hanemann (1985); Carson(1985); Hanemann et al. (1991). 
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d. Limitations  

As described above, a contingent valuation survey can elicit the economic 

value of a licensed medicine in a territory considering upon compulsory licensing by 

directly gathering this information from a sample of patients who need this medicine. 

However, contingent valuation has some limitations.  

First, it may involve several biases. For example, biases can occur in the way 

respondents are selected, how valuation questions are posed, how respondents 

interpret both probabilities and value gains relative to losses, and how missing or 

extreme responses are interpreted.345  

Second, the reliability of contingent valuation estimates can be questioned if 

survey results produce many zero willingness-to-pay values or excessively large 

values.346 Zero values may be evidence of strategic behavior or attempts by 

respondents to misrepresent willingness-to-pay in order to influence the outcome of 

the survey. Excessively large willingness-to-pay values, compared to the income level 

of respondents, may also indicate strategic behavior or may imply that respondents 

have failed to consider carefully their budgetary constraints.347 

 Lastly, the DBDC technique is prone to a form of starting point bias (although 

such bias can be reduced by varying the starting point across survey respondents). In 

other words, the responses to the follow-up questions might lead to willingness to pay 

estimates that differ from the willingness to pay estimates from the first valuation 

                                                             
345 See Chien et al., 2005; Mitchell and Carson 1989; Bayoumi. 
346 Skepticism of the method has been also generated by the implausible answers observed in some 
contingent valuation studies. See Hausman 1993 (World bank, explanation). 
347 World Bank, CVM explanation. 
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question.  

 

2. Step II: Differentiating the Royalty Rate on the Basis of the 

Income Level of Patients  

The second step for the calculation of adequate remuneration for compulsory 

licensing is to determine the royalty rate (which is to be multiplied by the base 

medicine price determined by the contingent valuation survey described in Step I). 

An initial estimate of the royalty rate can be determined through the consideration of 

various factors. If the patent owner has ever licensed his/her patented technology at a 

certain royalty rate in other countries, this can be a good reference. If the patent 

owner has never licensed his/her patented technology, industry-wide royalty rates can 

also be good references. Once an initial royalty rate is established, I propose that  it be 

modified by adjusting the value according to the income level of the patients where 

the licensed medicine will become available.  

This adjustment is required and justified by social justice considerations. 

According to the social contract theory, social justice requires that a social and 

economic system that grants social status or rights, such as the patent system, can be 

allowed only if such system is also to everyone’s advantage (including the most 

disadvantaged).348 Therefore, the amount of adequate remuneration must be adjusted 

on the basis of the social and economic status of those patients who need the licensed 

                                                             
348 According to the second principle of justice by Rawls, social and economic inequalities must be 
arranged so that they are (i) reasonably expected to be to everyone's advantage, and (ii) attached to 
positions and offices open to all. 
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medicine to be available through compulsory licensing. If these patients are mostly 

among the most disadvantaged groups such as children, women, the aged and the 

poor, the royalty rate must be determined at a discounted rate compared to the initial 

estimate. The worse the social and economic status of these patients is, the lower the 

royalty rate should be. 

 

3. Step III: Determining the Counter-Contribution Ratio for the 

Licensed Medicine on the Basis of Its Contribution to Human 

Functioning Capabilities 

Lastly, I propose to take another step before determining the final amount of 

adequate remuneration, and that is to determine how much the licensed medicine can 

contribute to the patients’ basic human functioning capabilities. I do this to adjust the 

remuneration amount (which was calculated by multiplying the base medicine price 

with the royalty rate determined in Step I and Step II, respectively) on the basis of the 

licensed medicine’s “contribution ratio.” 

This additional adjustment of the amount of remuneration is also required and 

justified by social justice considerations. The effect of compulsory licensing on 

increasing access to a patented medicine may vary depending on how much 

compensation is paid for the use of a patented invention for this medicine. This is 

because the economic burden of funding this remuneration ultimately falls on patients 

and the public in the developing country granting a compulsory license, either 

through out-of-pocket payments or general taxation. The human capabilities approach 
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would suggest that, if the licensed medicine is especially important and essential for 

basic human functioning capabilities, the amount of adequate remuneration should be 

small. But if the licensed medicine is not important or essential for basic human 

functioning capabilities, no additional adjustment would be required to reduce the 

amount calculated by multiplying the base medicine price with the royalty rate 

(determined in Step I and Step II, respectively).  

For this additional adjustment, I suggest to use the concept of “counter-

contribution ratio” (valued from 0 – 1) which is determined on the basis of how much 

the licensed medicine can contribute to basic human functioning capabilities. For 

example, if the licensed medicine is an antiretroviral drug which directly contributes 

to sustaining the lives of HIV/AIDS patients, the need for the patent owner’s 

concession of his patent right should be greater than many other medicines, and the 

amount of adequate remuneration should be reduced accordingly. Therefore, the 

counter-contribution ratio to be multiplied with the amount calculated through Steps I 

and II should be something close to 0.  

 

IV. Summary of Proposal 

One of the most important issues surrounding compulsory licensing is the 

dispute between patent owners and the governments of developing countries (or 

patients in these countries) over the amount of adequate remuneration for the use of a 

patented invention through compulsory licensing. To reduce such disputes, it is not 

advisable for the governments of developing countries to set the amount of adequate 
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remuneration as low as possible. Rather, the most effective way to resolve such a 

dispute is to find the most reasonable amount of remuneration on the basis of: a) the 

economic value of the medicine to be manufactured in or imported to a developing 

country granting a compulsory license; b) the social and economic status of those 

patients who will purchase and consume this licensed medicine; and c) the impact of 

this licensed medicine on basic human functional capabilities. In calculating this 

reasonable amount of adequate remuneration, social justice considerations can be 

helpful. Therefore, I propose to calculate the amount of adequate remuneration by 

multiplying three components (the base medicine price, the royalty rate and the 

counter-contribution ratio), as explained in the following steps:  

The first step to determine the amount of adequate remuneration is to estimate 

the economic value of the medicine to be manufactured in or imported to a 

developing country granting a compulsory license. Among many social justice 

theories, utilitarianism can be especially helpful for this step because most economic 

evaluation methods used in the area of health economics originate from utilitarianism. 

According to the utilitarian perspective, the main purpose or function of compulsory 

licensing is to convert a monopoly market (under patent protection) to a competitive 

market by denying the exclusivity of patent rights. Therefore, according to this 

approach, the economic value of a licensed medicine to be manufactured upon 

compulsory licensing cannot exceed the fair market value of this medicine to be sold 

in a competitive market. This “fair market value” can best be found by using 

contingent valuation (which estimates the economic value or utilities of the licensed 
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medicine using the results of a survey of a sample of patients about their willingness 

to pay for the licensed medicine) and is used as the base medicine price in the 

formula for calculating the amount of adequate remuneration. I propose contingent 

valuation because the results of this survey – by directly asking those who will 

consume this medicine – represents the economic value or utilities of the licensed 

medicine better than other ways of calculating such economic value.  

The second step is to determine the royalty rate for calculating the amount of 

adequate remuneration. According to social contract theory, a system granting a 

social or economic status or right (such as the patent system) must meet the 

requirements of the two principles of justice. According to these principles, the patent 

system can be accepted only if it is advantageous to the most disadvantaged in the 

society. To meet this requirement, I propose that the amount of adequate 

remuneration must be calculated on the basis of social and economic status of those 

patients who need the licensed medicine. If those patients will mainly be 

disadvantaged groups (children, women, the aged or the poor, etc.), the royalty rate 

for calculating the amount of adequate remuneration must be lower than other royalty 

rates applied for the use of the patented invention in other countries, or industry-wide 

royalty rates. 

Lastly, the third step is to determine how important the licensed medicine is 

for basic human functional capabilities, and to consider this when calculating the 

amount of adequate remuneration. This is a social justice consideration that might be 

required by the human capability approach. For example, if the licensed medicine is 
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an important medicine which is essential to sustaining the life of a human being 

(which is the most basic human functioning capability), the need for concessions by 

the patent owner would be greater; and therefore, the amount of adequate 

remuneration should be reduced proportionately. For this last step of the calculation, I 

propose to use a counter-contribution ratio (valued from 0 – 1), and to multiply all 

other figures by this ratio for calculating the final amount of adequate remuneration. 

If the counter-contribution ratio happens to be 0 for a licensed medicine, it means that 

the medicine is essential for securing human functioning capabilities. However, if the 

counter-contribution ratio is 1, it means that the medicine is not a basic or essential 

medicine for human functioning capabilities at all. If this ratio applies to the 

calculation of adequate remuneration for compulsory licensing as suggested, the 

amount of compensation would be lower for an antiretroviral medicine than for a 

migraine medicine. 
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CHAPTER 6: CONCLUSION 

 

Compulsory licensing should be employed actively by developing countries 

(at least until other measures become fully effective) and, if necessary, combined with 

other measures to alleviate limited access to medicines due to patent protection. This 

recommendation is made because the effect of compulsory licensing in reducing the 

price of medicines under patent protection is both direct and strong compared to other 

measures – which often take a long time to be fully effective due to significant 

financial and political challenges. Despite the positive effects of compulsory 

licensing, however, developing countries have difficulty using it to increase access to 

medicines. Among these difficulties, the most critical challenges are: a) 

misunderstandings and confusion on the negative effects of compulsory licensing on 

innovation, international trade, foreign direct investment, and so forth; b) the lack of 

standards or guidance for administrative or judicial review (of whether a compulsory 

license should be granted to increase access to medicines); and c) the lack of 

reasonable and mutually-agreeable methods for the calculation of adequate 

remuneration for the use of patented inventions under compulsory licensing. 

The combined findings from the reviews undertaken in this thesis imply that 

compulsory licensing by developing countries may have little negative effects on the 

business of patent owners, foreign direct investment, and countries’ merchandise 

export. These findings also suggest that developing countries with a high burden of 

life-threatening diseases such as HIV/AIDS have a better ability to increase access to 



233 
 

relevant medicines for the treatment of these serious diseases by granting compulsory 

licenses. On the other hand, the negative effects of compulsory licensing on 

innovative activities may be of concern to developing countries with a strong policy 

priority or preference for technical development – although strong patent protection 

does not appear to guarantee a high level of innovative activities in these countries. 

Developing countries considering the use of compulsory licensing are recommended 

to check if their domestic legislative and regulatory regimes concerning compulsory 

licensing have clear and unrestrictive meanings with respect to legal grounds and the 

scope of legal authorities able to grant compulsory licenses to increase access to 

medicines – and if not, to revise them. It is also recommended, in particular, that they 

have specific illustrations of health-related legal grounds in their domestic laws, and 

that those laws do not to limit the legal authority to grant compulsory licenses for 

medicines to those government agencies whose primary policy goal is to promote 

innovation, as opposed to protecting public health. 

However, the effects of compulsory licensing should not be the only aspects 

that developing countries consider when they contemplate the use compulsory 

licenses. Compulsory licensing decisions have a direct impact on social justice. 

Indeed, given the significant impact of medicines on the life and health of human 

beings, I propose that the criteria for governments’ or courts’ judgments on 

compulsory licensing must be acknowledged from a social justice perspective, 

especially one that combines human functioning theory and social contract theory. 

Based on my comparison of the grounds referred to by two different government 



234 
 

agencies of South Korea regarding compulsory licensing decisions, I recommend that 

developing countries consider the following criteria for their decisions on whether to 

grant compulsory licenses to increase access to medicines:  

(1) how necessary the patent medicine is for securing basic human 

capabilities; 

(2) whether this medicine is especially necessary for the treatment of rare 

diseases; 

(3) whether this medicine is especially necessary to protect the lives or health 

of the socially or economically disadvantaged such as children, women, 

the aged and those who suffer from life-threatening diseases (such as 

HIV/AIDs) and cannot work or live normally;  

(4) whether other medicines are available which may substitute this medicine 

substantially and economically.  

I also argue that the urgency of compulsory licensing should not be considered as an 

important criterion for these countries’ decisions on compulsory licensing.  

Lastly, developing countries must make efforts to find the most reasonable 

amount of remuneration for patent owners, not only because it may reduce any 

political and legal challenges to their use of compulsory licensing, but also because 

patent owners also deserve a fair and reasonable treatment of their intellectual 

property from a social justice perspective. For these reasons, I propose that the 

amount of “adequate remuneration” be determined and adjusted from the combined 

social justice perspectives of utilitarianism, social contract theory and human 
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functioning theory. In this dissertation I described a method to help developing 

countries calculate reasonable compensation amounts, which specified that the 

amount of remuneration should be calculated by multiplying three components (the 

base medicine price, the royalty rate and the counter-contribution ratio), as explained 

in the following steps:  

(1) The base medicine price represents a fair market value of a medicine in a 

competitive market. Derived mainly from the utilitarian perspective, this is 

determined based on the results of a contingent valuation survey for a sample of 

patients who would need this medicine. Contingent valuation was selected because 

this method can directly elicit patients’ ability and willingness to pay for this 

medicine, and thus it is better than other valuation methods. 

(2) The royalty rate draws from the social contract perspective, and is 

determined by adjusting an estimate based on the social and economic status of those 

patients who need this medicine.  

(3) Lastly, “the counter-contribution ratio” (valued from 0 – 1) is obtained 

from the perspective of human functioning theory. Its valuation is determined based 

on how important this medicine is for securing basic human capabilities. For 

example, if a medicine is essential to the life of a human, the value of this ratio for 

this medicine would be close to zero, which means the final amount of remuneration 

for this medicine would be reduced significantly. The higher the contribution to basic 

human capabilities, the lower the ratio should be.  

Of course, this study has some limitations. The findings of this study that 
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described the relationship between a country’s use of compulsory licensing and its 

national characteristics was drawn from a dataset, and data can be inaccurate, 

misleading, and even if validated, will inevitably become outdated with the passage 

of time. Therefore, these findings should be revisited, updated and reviewed 

periodically. In addition, the proposed criteria for developing countries’ decisions on 

compulsory licensing and the proposed method for calculating the amount of 

remuneration for patent owners in this study may be inappropriate for some 

developing countries. Compulsory licensing is a very case-specific study, and so 

criteria, standards and methods may need to be adjusted to serve the specific 

circumstances of these countries best.  

  



1 
 

Table 1. GNI per Capita in Thailand and South Korea (2001-2012) 

 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 

Thailand 1,900 1,900 2,060 2,370 2,600 2,890 3,280 3,750 3,860 4,320 4,620 5,210 

South 
Korea 10,890 11,830 12,680 14,830 16,900 18,920 21,140 21,430 19,650 19,720 20,870 22,670 

(Unit: $US dollars) 
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Table 2. HIV/AIDS-Related Statistics of Thailand and South Korea 
 
Country Estimated Number of 

Deaths due to 
HIV/AIDS  

Prevalence of HIV 
among adults aged 15 
to 49 (%) 

Estimated percentage 
of pregnant women 
living with HIV who 
received antiretroviral 
treatments for 
preventing mother-to-
child transmission 

Antiretroviral therapy 
coverage among 
people with advanced 
HIV infection (%), 
WHO 2006 guidelines 

Thailand 21,000 (2012) 1.4 (2006) → 1.2 
(2011) 

... [73->95] (2011) 
 

76 (2009) 

South Korea Not reported, but the 
number of deaths of 
HIV/AIDS patients 
notified to the Korea 
Centers for Disease 
Control was 149 in 
2010. 

<0.1] (2006) Not reported Not reported 

 (Source: WHO, Global Health Observatory Data Repository) 
 
 


