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Access to Patented Medicines, The Right to Health,
And the Case of Thailand

In 2007, one third of the world population lacked access to essential medicines. In Africa and Asia, it was more than 50%.
 This represents a clear failure to fulfill the right to the highest attainable standard of health, as expressed in the Universal Declaration of Human Rights and the International Covenant on Economic, Social and Cultural Rights, for a large portion of the world’s population. Most analysis points to two factors limiting access to essential medicine. First, research and development is driven by market forces, limiting the incentive for research into diseases mainly affecting the less developed countries. 
 The second factor, more relevant in the case of Thailand, is that high prices for patented drugs often make them unaffordable to the people and governments of the developing world. This problem was exacerbated in 1995, when the creation of the World Trade Organization (WTO) brought with it the Agreement on Trade Related Property Rights (TRIPS). Before the introduction of TRIPS, developing countries’ abilities to manufacture or import drugs or set other national health policy operated largely without interference from international law.
 The TRIPS agreement attempted to establish minimum standards of protection for all inventions and intellectual property (IP), including patented medicines.
 

Intellectual Property and Essential Medicines

The pharmaceutical industry has strenuously argued for the need for strong IP protection. The International Federation of Pharmaceutical Manufacturers and Associations (IFPMA) argues that IP protection is absolutely necessary to drive innovation in the pharmaceutical industry, and will lead to better products to fight disease, “including those which particularly affect the developing world.”
 The Pharmaceutical Research and Manufacturers of America (PhRMA) states that “It takes 10-15 years and costs $800 million on average to bring a new medicine to market,” and that without strong patent protection, companies would not be able to recover these losses and innovation would be stifled.
 In this viewpoint, the end result of weak respect for IP rights will be fewer new medicines for everyone in the world, including those living in less developed countries. 


In the 1970’s, the World Health Organization (WHO) introduced the idea of “essential drugs.” The WHO produced a regularly updated list of drugs that were deemed essential and should be available in all countries, and assisted national governments in creating drug policies that would provide these drugs.
 The essential drug list at first contained almost exclusively more affordable generic drugs, but this changed in 1999, when patented drugs for the treatment of HIV/AIDS were first included.
 The 2005 WHO list of essential drugs included several important but costly patented anti-retroviral (ARV) drugs, including Efavirenz and Lopinavir/Ritonavir.
 (Kaletra is the brand name of Lopinavir/Ritonavir used by Abbott.) Patients that have been on ARV treatment for some time often develop resistance, and need newer drugs, known as “second-line” drugs, to maintain their health. These drugs were newer and often more expensive. Some analysts have suggested that the availability of adequate ARV treatment is the determining factor of HIV/AIDS’s impact on a specified society.
 If this view is correct, then by 2006 the cost of mitigating that impact was clearly on the rise.
History of the Policies and Surrounding Debates

Before the introduction of TRIPS, there was a good deal of trade between less developed countries in generic drugs manufactured in countries where international patents were not recognized.
 An important goal of the pharmaceutical industry became to establish a minimum level of international IP protection.
 Representatives of the industry lobbied the US government to push for both multilateral and unilateral action. These efforts eventually resulted in increased retaliatory power for the US Trade Representative (USTR) and a push by the US to include IP rights on the agenda for the round of trade talks that eventually established the WTO and TRIPS.
 TRIPS established a minimum level of IP protection in all 150 member nations of the WTO.
 No party other than the patent holder could legally produce, sell, or import a drug in any of the WTO member countries for a minimum of twenty years after the drug’s initial patent registration.
 

The TRIPS agreement did, however, allow for certain “flexibilities” in enforcement. WTO member states were allowed the right to use patents without the permission of the patent holders, but only in certain circumstances. The state must first attempt to reach an agreement with the patent holder “on reasonable commercial terms and conditions” of use.
 This prerequisite could only be waived “in the case of a national emergency or other circumstances of extreme urgency or in cases of public non-commercial use.”
 In situations such as these, the government in question could issue a “compulsory license.” A domestic manufacturer would be allowed to manufacture or import the necessary drug without receiving permission from the patent holder. Since the introduction of TRIPS, there has been an almost constant battle over the interpretation of these rules, and on when the use of a compulsory license is appropriate.  

At the next round of trade talks, the 2001 meeting of the WTO in Doha, Qatar, an agreement was attempted in the form of the “Declaration on the TRIPS agreement and Public Health.”
 The Doha Declaration specifically states that TRIPS should not prevent countries from taking steps to ensure public health. Doha states that countries have the right to use the flexibility provisions in TRIPS, and most importantly, it gives states a virtual free hand in deciding when the use of these provisions is appropriate. “Each member has the right to grant compulsory licenses and the freedom to determine the grounds upon which such licenses are granted,” according to the declaration. “Each member has the right to determine what constitutes a national emergency or other circumstances of extreme urgency.”
 

Not long after the Doha Declaration, however, yet another dispute over interpretation arose. One of the restrictions on the use of compulsory licenses in the original TRIPS agreement was that they were only to be issued for domestic use.
  “Paragraph 6” of the Doha Declaration pointed out the problem that nations that lacked domestic manufacturing capability would therefore have no source of generic drugs and  find it difficult to use the tool of compulsory licenses.
 The declaration expressed a need for a solution to this problem, but did not actually include one.
After two more years of deliberation, the “Paragraph 6 decision” waived the domestic use requirement, and allowed compulsory licenses to be issued for export in cases of public health need.
 The WTO announced that the “final obstacle to cheap drug imports” was now gone.
 However, critics pointed out that there were still onerous prerequisites and burdens of proof placed on the country in need.
 Although the decision was announced in 2003, no country took advantage of the new allowance until July 2007, when Rwanda announced an intent to import generic ARV drugs manufactured in Canada.


The controversy surrounding these policies has grown even more heated in recent years due to the confluence of two events: the end of the TRIPS transition period and the increased need for second-line HIV/AIDS ARV drugs. The original TRIPS agreement allowed a ten year grace period for low and middle income countries. Some middle income countries, especially India, had become major producers of generic drugs, and therefore suppliers to the developing world. After January, 2005, these countries would need to respect patents on all new drugs.
 At the same time, the need for second-line drugs in the developing world was growing immense. As a result of the end of the ten year grace period, generic forms of most second-line ARV drugs would probably not be available.
 Second-line drugs would only be available through producers that had licenses, either of the voluntary or compulsory variety.


Beyond the use of compulsory licensing, there has been a search for other, more innovative solutions to this problem. James Love, health advocate and director of the non-profit Knowledge Economy International, has discussed the idea of using cash prizes to allow for an incentive to innovate without granting “legal monopolies” in the form of patents. Not only would this system provide the world with cheaper drugs, Love argues, it could also provide an incentive for research into products that lack market incentive, such as drugs for diseases affecting the developing world. 
 Another possibility that is gaining currency is known as a “patent pool.” A patent pool is “a collection of intellectual property assets with the consent of their rights holders, for easier licensing to third party manufacture or researchers.”
 Patent pools could be potentially very useful, because they would allow groups of countries to negotiate long-term deals with exporters.
 The international agency UNITAID began taking steps to establish a patent pool in the summer of 2008.
 UNITAID was created in 2006 by Brazil, Britain, Chile, France, and Norway to purchase medicine for AIDS, tuberculosis, and malaria.
 The proposed patent pool would obtain licenses for drugs to fight these diseases, and make them available at lower costs for developing countries.
 The project is expected to begin in 2009.

The Right to Health and Access to Medicine 

The most relevant human right concerning access to patent medicines is the right to the highest attainable standard of health. Article 25 of the Universal Declaration of Human Rights of 1948 states that “Everyone has the right to a standard of living adequate for the health and well-being of himself and of his family, including food, clothing, housing and medical care and necessary social services…” 
 In the International Covenant on Economic, Social and Cultural Rights, (ICESCR) Article 12 recognizes the “right of everyone to the enjoyment of the highest attainable standard of physical and mental health,” and goes on to explain that the signatory states must take steps to ensure “the prevention, treatment and control of epidemic, endemic, occupational and other diseases;” and “the creation of conditions which would assure to all medical service and medical attention in the event of sickness.” 
 It is these two articles on which most arguments concerning health as a human right are based. For example, the constitution of the World Health Organization (WHO) is clearly drawing on these documents when it declares that “The enjoyment of the highest attainable standard of health is one of the fundamental rights of every human being without distinction of race, religion, political belief, economic or social condition.”


The United Nations Economic and Social Council gives a fuller interpretation of the right to health in its general comment document entitled “The right to the highest attainable standard of health.” This is the most explicit explanation of the UN’s understanding of what the right to health entails, and much of what is written has relevance to the issue of access to patent medicine. This document explicitly argues that the right to health includes access to “essential drugs.” Further, it defines access as including “Economic accessibility” or affordability. “Health facilities, goods and services must be affordable for all,” the council argues, “whether privately or publicly provided.”


One important complication concerning the right to health is the identification of the duty bearer and their exact obligations. The limits of the state’s obligations, the definition of highest attainable standard of health, and the obligations of the pharmaceutical industry or others in the private sector are all difficult questions. The Economic and Social Council’s general comment on the right to health also touches on some of these issues.  It argues that the state is required to take measures to both fulfill and protect the right to health of its citizens, including adopting “appropriate legislative, administrative, budgetary, judicial, promotional and other measures,” and, perhaps more relevant to this case, “legislation or to take other measures ensuring equal access to health care and health-related services provided by third parties.”
 In this view, one could argue that the state is not only “allowed” to force pharmaceutical companies to provide affordable medicine, but is in fact required to. 


An argument can also be made that member states have a requirement to work towards the fulfillment of the right to health in countries other than their own. Article two of the ICESCR states that states party to the covenant are required to act  both “individually and through international assistance and cooperation, especially economic and technical” to ensure that the rights listed are fulfilled.
 The general comment also notes, in a statement that could be used to argue that a state has the obligation to ensure that domestic pharmaceutical companies are providing affordable care to those in other countries, that “States parties have to respect the enjoyment of the right to health in other countries, and to prevent third parties from violating the right in other countries.”
 Another very relevant section of the general comment on the right to health is the portion that explains that it is not only states, but also the private business sector, that has responsibilities concerning the right to health.
 It is this section that has been used to argue that pharmaceutical companies are duty bearers with specific obligations in their own right, irrespective of what state governments do or do not do. For example, in 2008 the UN Special Rapporteur on the right to health released a draft for consultation on the human rights guidelines for pharmaceutical companies which cites this portion of the general comment on the right to health.


The United Nations has on several occasions attempted to explain exactly what the right to health means in the context of HIV/AIDS. The most important document concerning HIV/AIDS and the right to health is probably the Declaration of Commitment on HIV/AIDS, adopted by the General Assembly in 2001.
 In this document, the right to highest attainable standard of health is specifically described as including “the highest standard of treatment for HIV/AIDS.”
 The parties to the declaration recognize “that access to medication in the context of pandemics such as HIV/AIDS is one of the fundamental elements to achieve progressively the full realization of everyone to the enjoyment of the highest attainable standard of health.”
 The Declaration further states that the affordability of drugs is a significant factor, and that “there is a need to reduce the cost of these drugs and technologies in close collaboration with the private sector and pharmaceutical companies.
 It also argues that the impact of trade agreements and law on the availability of drugs needs to be “further evaluated.”
 While calling for this further evaluation, however, and recognizing the responsibilities of pharmaceutical companies, the Declaration falls short of explicitly endorsing a compulsory license solution to the problem.


More recently, the 2006 United Nations General Assembly resolution “Political Declaration on HIV/AIDS” explicitly gives UN support for the flexibilities of the Doha Declaration being applied to HIV/AIDS drugs. The Political Declaration first restates the idea presented in the 2001 Declaration that “Access to medication in the context of pandemics, such as HIV/AIDS, is one of the fundamental elements” to achieve full realization of the right to health.
 However, it then goes much further than that previous document in arguing that the achievement of that right overrides intellectual property rights concerns. “To mount a comprehensive response,” the Political Declaration argues, “we must overcome any legal, regulatory, trade and other barriers that block access to prevention, treatment, care and support.”
 The Declaration goes on to specifically say that TRIPS should not be interpreted in a way that prevents members from taking action on public health, and that TRIPS should be implemented in a way that promotes access to medicine, including “generic antiretroviral drugs and other essential drugs for AIDS-related infections.”
 


Human Rights and the Case of Thailand 


The first important task in analyzing whether a human rights based approach was followed in this case is to identify the duty bearers and to attempt to determine whether they, by their actions, have fulfilled their duties. The most important duty bearer protecting and fulfilling the rights of Thai people living with HIV/AIDS must be the Thai national government. As previously mentioned, the UN general comment on the right to health states that governments are required to both fulfill and protect the right to health of their citizens.
 However, the obvious problem in this situation is that the Thai government did not have the resources to provide its people with the drugs that were necessary. In cases such as these, the concept of “progressive realization” is important. Progressive realization allows for a difference in the obligations of different states depending on that particular state’s resource availability.
 The question becomes, then, was Thailand doing its utmost to fulfill the right to health of its citizens, given its available resources?


I would argue that Thailand’s actions are a very good example of the concept of progressive realization of the right to health put into action. Thailand’s introduction of universal health care in 2001 already represented a large step towards fulfilling the right to health for its citizens. However, its budget did not allow for it to provide the best possible care. Some critics argued that, as a middle income country, Thailand could have afforded the more expensive drugs. However, if the government’s claim that its HIV/AIDS program was its second biggest budget expense
 is believed, than spending much more was probably not reasonable. Thailand’s use of compulsory licenses allowed it to provide its citizens with the best level of care and highest level of health possible with its given resources. The Thai government was fulfilling its duty to its citizens.


Another possible duty bearer is the home government of the pharmaceutical companies. If we believe, as argued by the ICESR, that states also have a duty to work towards the fulfillment of rights in other countries, then the US government’s actions in this case are clearly deficient. By placing Thailand on the special watch list, US actions threatened Thailand’s economy with the possibility of trade sanctions and decreased investment. The US also has a history of attempting to enhance the restrictions contained in TRIPS through bilateral and regional free trade agreements.
 Less developed countries often agree to such restrictions in the belief that any negative effects are outweighed by the increased access to export markets and trade-fueled economic growth that these agreements provide.
 By attempting to force Thailand and other governments to choose between economic growth and health, the US government is abrogating its duty to help respect and fulfill the rights of the citizens of those countries.


The third, and most controversial, possible duty bearer is the pharmaceutical industry. Paul Hunt, the former UN Special Rapporteur, cited the UN’s general comment as confirming that the business sector has responsibilities concerning the realization of the right to health. 
 Hunt argued that these responsibilities require a respect for the right of countries to use TRIPS flexibilities, a transfer of technology to increase access to HIV/AIDS medicines, and an offer of lower prices for medicines in less developed countries. 
 Even if these arguments are accepted, the exact duties of the pharmaceutical companies are difficult to determine. After all, Merck and Abbott were already making their drugs available in Thailand, and they were already selling them at a reduced price. Surely, they cannot be required to provide all of their drugs to any in need free of charge. How significantly the price must be reduced, and how widely available every drug must be for the rights of patients to be respected, are both difficult questions to answer. Less ambiguous was Abbott’s refusal, post compulsory license, to make its newer drugs, especially the much needed heat-stable version of Kaletra, available to Thai patients. Abbott was not fulfilling its duty, described by Hunt, of making the necessary technology available to increase access to treatment. Further, by not even registering the drug, and thus preventing the manufacture of generics, Abbott was denying the Thai government the possibility of fulfilling its own duties, a clear human rights violation.


In the preceding analysis the conclusion seems clear. Thailand’s actions were consistent with a rights based approach to the problem, and the US government and pharmaceutical companies’ actions were not. Yet questions remain. The patent holders have a legal right to profit from their innovations, and an argument could be made that this right is equally deserving of respect. One could also argue that the US government is obligated to protect the rights of its citizen patent holders. Greg Martin, of the World Cancer Research Fund, makes a strong dismissal of these arguments. He claims that the TRIPS exceptions to the protection of patent holders’ rights amounts to an acknowledgement by the world that patent rights are not equivalent to human rights, which must always be respected.
 In its “Political Declaration on HIV/AIDS,” the UN General Assembly has also endorsed this view.

Still, this point does not end the discussion. Compulsory licensing remains a flawed solution, which may not represent the best rights outcome for the most people. First, their use may not be universally applicable. Thailand is a big enough market to justify a potential generic supplier to begin production of a drug for export. Other countries in need may not be.
 Therefore, for countries that do not have local manufacturing capacity and are not big enough markets, compulsory licensing is useless as a solution. Further, it must be acknowledged that there is some legitimacy to the arguments of the pharmaceutical industry. There must be an incentive for innovation in order for new drugs to be produced. If compulsory licensing truly proliferated and the dire warnings of the industry proved correct, might the lack of new drugs eventually result in decreased fulfillment of the right to health for all of the world’s population? It could be argued that part of the obligation required to fulfill the right to health is to ensure continued investment into the research and development of new, life saving drugs. 

For these reasons, I do not think that compulsory licenses are the best policy that will result in the fulfillment of the right to health for the most people. The currently discussed solution that I find the most compelling is the creation of patent pools. Patent pools have several advantages over compulsory licenses. They would be making purchases for large groups of countries, rather than a single country. This fact would eliminate the problem of a single country not having a large enough market to motivate a supplier. The large market would also create more leverage and lower prices when negotiating with patent holders. Furthermore, because patent pools would seek to purchase voluntary licenses from the patent holders, they would not remove the profit motive of the pharmaceutical companies. In addition to helping to lower costs, the introduction of patent pools might also address the other major barrier to access to medicines, the lack of research into medicines needed by the developing world, by providing a ready-made market for such products.
 It should be noted, however, that for patent pools to effectively provide drugs at lower costs, the patent holders must be willing to negotiate with them. The credible threat of compulsory license issuance may be necessary for that process to work. In this sense, Thailand’s actions may constitute a necessary step for the effective development of patent pools in the future. At any rate, until the time when a functioning patent pool system or other viable solution exists, Thailand’s actions were completely justified, and in fact required, to fulfill the rights of its people.
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