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Introduction

One of the long-standing issues in health policy is the question of how can a government maximize conditions for positive health outcomes at the same time that economic growth is simultaneously supported through trade and the proper incentives for the private sector, such as through the application of rigorous intellectual property law regimes.  The potential tension between these objectives is abundantly clear in the pharmaceutical sector. In a world which has distorted drug access, WHO reports that about one-third of the global population lack regular access to medicines
, there is a morally compelling reason to identify potential obstacles to drug access so that they can be dismantled, recalling that access to drugs often involves life issues. This latter goal may however be in discordance with economic and trade objectives.  This raises the question:  Is reconciliation between these two objectives a naïve undertaking or a real possibility.
We are witnessing a world where health technologies in the pharmaceutical system have offered us much value and promise.  In the past fifty years, there has been a large-scale production of a wealth of drugs that are life saving or life-enhancing. Important advances have been made in diseases like heart disease, diabetes and cancer as well as HIV/AIDS and cystic fibrosis.   The Human Genome Project (HGP) has created the field of genomics --understanding genetic material on a large scale. This also includes the capacity of genetic testing and the promise of pharmacogenomics (which is the study of how an individual's genetic make-up affects the body's response to a drug) promises to usher in better health outcomes through more tailored made powerful (“smart”) drugs that are specific to an individual, safer drugs, and more appropriate dosages
.   But these seemingly bright health promises also carry global concerns related to inequity. (CITATION)
As Daar et al. note “ Genomics and other biotechnologies promise to take (the) health revolution to its next stage by improving the way we identify, prevent, diagnose, treat and modulate diseases both communicable and non-communicable.” At the same time that they note this tremendous promise, the authors also caution that “…very little research has so far focused on the application of biotechnology to health problems prevalent in the developing world. This leads to fears that a “genomics divide” in health is forming between rich and poor nations which will only exacerbate existing health inequities.”
While there may be vigorous activity in the area of genomics, this is not the case in pharmaceutical research and development in the past few decades. As Angell writes, “The stream of new drugs has slowed to a trickle, and few of them are innovative in any sense of the word. Instead, the great majority are variations of oldies but goodies – “me-too” drugs
.” 

Industry structure has changed with mega-mergers of companies. And, supportive policy such as tax concessions and the rigorous application of intellectual property law has become even more critical for the robustness of an industry which is accustomed to a high rate of returns on its capital investment.  While supporting industry is desirable for governments from an economic perspective, the dilemma which arises from pharmaceutical policy is that supportive commercial policy may undermine health outcomes.  The construction of the international regime – the World Trade Organization (WTO) in 1995 and the Trade Related Aspects of Intellectual Property Rights (TRIPS) Agreement which it governs is a clear example of how health objectives may be compromised by commercial ones.  As a result of this, there is a need to reexamine the value of international governance when it impacts health outcomes. ? And, of equal importance, ensure that in our quest for international governance we demonstrate empathy, as Frenk and Dantes explain “… (the capacity) to participate mentally in a foreign reality.”

International obligations can mean the imposition of standards and designs that may be inappropriate and/or vastly different from local ones. In this case, oftentimes there is a push-pull dynamic between global and local standards which may lead to very different results depending on the incentive structure and institutions the individual must navigate. Rodrik argues that multilateral institutions need to encourage a greater convergence of policies and standards with “deep integration” only among those countries that are willing to do so in order to reduce tensions from the differences in national standards. They also must allow for selective disengagement from multilateral standards for countries that need breathing room to satisfy domestic requirements that are in conflict with liberalizing trade
.   
Also critically important when we are considering investing in health technologies is the issue of resource allocation and equity. We need to be mindful that incentives are necessary to encourage both public and private research and development into new technologies but we also have to be mindful about access to these new discoveries. Can governments afford to pay for new technologies? And how can we ensure equitable access to them?
International agreements that have the potential to impact, directly or indirectly, the health of populations, particularly those in the poorest countries, must be structured with “safety valves” that can enable a country to maintain good international standing if they decide not commit to standards if they are too costly in terms of health objectives.  Albeit, it may be difficult to determine when countries are cheating but this should not impede efforts to infuse international agreements with inclusions that can help protect the health of populations.  This concept is not novel and efforts have been made in the past to ensure that there are inclusions for health in trade agreements. But are these provisions adequate for ensuring equitable access to pharmaceuticals?
Pogge argues that we ought to be upholding standards of moral cosmopolitanism which “…holds that all persons stand in certain moral relations to one another. We are required to respect one another’s status as ultimate units of moral concern – a requirement that imposes limits on our conduct, and, in particular, on our efforts to construct institutional schemes.” P. 169
In this paper, I review two international agreements – the General Agreement on Trade and Tariffs and the TRIPS Agreement and discuss the relative merits of their health “safety valves.” The former agreement contains a reactive health provision – Article XX (b) that enables countries to prevent unhealthy imports from entering their borders. The latter agreement on the other hands contains proactive health provisions, such as the right to disengage from pharmaceutical patent obligations when public health emergencies exist, as will be discussed.  While both of these agreements are focused on economic gains between countries through trade but they both have the potential to impact health objectives.  Both the provisions in GATT and the TRIPS Agreement, as will be explained, allow for a government to take action in order to protect health. The former, as noted earlier, allows for reactive measures whereas the latter allows for proactive ones.
My methodology for this paper is restricted to documentary analysis – which includes the interpretation of trade agreements, international statements and other pertinent documents. This paper is organized as follows. First, I discuss the General Agreement and Trade and Tariffs and its Article XX (b), which was included as a health “safety valve”. Second, I examine the TRIPS Agreement and its implications for pharmaceutical access as well as possible policy levers which a State can apply, which can ideally mitigate the harshest impact of the TRIPS Agreement. Next, I discuss select international statements which focus on the value of health and the implications of these for the imposition of trade agreements. Finally, I conclude by discussing the relative merits of the health inclusions in the two agreements and then propose some reforms which are needed in the existing international governance structure so that health objectives are not compromised by trade. I argue that there is a need to ensure that international governance structures must explicitly address and actively support moral concerns such as drug access.  As Alkire and Chen point out “…an appeal to moral values will motivate people to support a set of actions
.” The infusion of ethical considerations into international governance structures has been aided by the growing focus on health as a human right. And given that human rights are universal; health squarely takes primacy over and above any trade agreement.
The GATT and its provisions to protect health - article xx(b)
The General Agreement on Trade and Tariffs (GATT) treaty governed international trade from 1947 to 1994. It was conceived as simply an interim agreement designed to protect the tariff concessions resulting from the 1947 Geneva meeting and help ensure a more robust global economy that would encourage peace and prosperity.  The GATT never came into force officially but was applied on a provisional basis to reduce trade barriers on a reciprocal basis and to eliminate discriminatory treatment between trading countries. 

The need for flexibility in international governances; that is, enable a government to appropriately disengage in selective parts from international obligations was expressed in the GATT Treaty through Article XX (b). The Article allows for a number of exceptions to the GATT obligations in order to protect “human, animal or plant life or health.”
  The language of this Article is arguably “wide” enough to allow for its generous application.  The intent of this inclusion was that any exceptions concerning health, which a government would seek to apply could not prevent the import of certain goods unless it was considered a reasonable precaution to take.  The Committee responsible for the drafting of this safeguard made it plain that they were against the use of the provision as a measure of protection in disguise.  

For instance, in May 1989, following a suspension by the United States of Chilean fruit imports on the basis of suspected food contamination, the Government of Chile underscored the need for a crisis management body that allowed for consultations among contracting parties for the exchange of information and joint decision making in order to ensure that measures adopted under the health exception were in keeping with the seriousness of the threat and the measures taken were appropriate to the risk at hand. According to a delegate from Chile, “hundreds of millions of dollars of fruit and vegetables [were] destroyed or re-exported, confiscated or prohibited from entry because two grapes had been found to contain toxic chemicals.”
 
While many delegates recognized the legitimacy of Chile’s concern others did not. Delegates from Canada, the US and Japan, in particular, defended the right of governments to act expeditiously when human health was endangered, without being required to consult extensively on the trade impact of their actions.  Shortly after this, in October 1989, the Council agreed to the Chairman’s proposal that in the event of a trade-damaging act, “a measure taken by an importing contracting party should not be any more severe and should not remain in force any longer, than necessary to protect the human, animal or plant life or health involved, as provided in Article XX(b).”
 This recommendation ensured contracting parties’ right to take action to give priority to health over trade concerns while protecting commercial under genuine circumstances, to the extent necessary and not protectionism in disguise or the imposition of trade restrictions that are more than necessary”.
A more dramatic example where Article XX(b) was applied is European Communities – Measures Affecting Asbestos and Asbestos-containing Products. In that case, Canada challenged the French ban on asbestos in construction materials. The ban was the result of French policy to “halt… the spread of asbestos​-related health risks.”  The WTO’s Appellate Body noted in Paragraph 168 of its ruling that “it is undisputed that WTO Members have the right to determine the level of protection of health that they consider appropriate in a given situation”. 

Although the measure of protection (i.e. the ban in this case) has to be “necessary” as per the wording of XX(b), it was found that “necessary” means cases where there are no alternative measures that “could not reasonably be expected to employ” in the case of United States – Section 337 of the Tariff Act of 1930.”. It was found in EC – Asbestos, paragraph 172, that the “preservation of human life and health” is a value pursued that “is both vital and important in the highest degree.” This means that explicit values in Article XX(b) have an extremely strong legal justification as long as the measure is “necessary” in the sense found in the jurisprudence. And even then, that requirement seems to be relaxed in the case of human life and health.
In short, Article XX(b) acknowledges Members’ rights to take measures to restrict imports or exports when necessary to protect human health. These measures are permissible if and only if they are deemed as not protectionism in disguise and do not impose any more trade restrictions than necessary. Pursuant to Article XX(b), governments clearly are given the right to allow to determine their own health policy objectives as per paragraph 168 of EC - Asbestos.  However, they need to demonstrate that the measures or means taken must be either (1) in accord with the GATT agreement, or (2) any breaches of the GATT have to be “necessary” by the meaning given in the jurisprudence.  

The TRIPS Agreement: Putting the Spotlight on the Potential Disconnect between Trade and Health Objectives

The next international governance agreement I examine is the TRIPS Agreement which was one of the many agreements that resulted from the Uruguay Round, which  took place from 1986-1994 and addressed a wide range of issues including intellectual property rights.This Agreement covers a range of intellectual property issues such as patents, trademarks, industrial designs and copyright. It requires each member state to maintain sufficient procedures and remedies within its domestic law to ensure the protection of intellectual property for both domestic and foreign right-holders. The minimum legal obligations concerning pharmaceuticals are that, first, pharmaceutical products and micro-organisms are patentable for up to 20 years from the date the inventor files for patent application. Second, discrimination against patent rights for imported products is not permitted. Third, exclusive marketing rights are granted until patent expiry. Fourth, there is a transitional period of one year, which can be extended to up to 10 years, for developing countries without pharmaceutical product patents.
 The WTO Treaty states that ‘membership in the WTO entails accepting all the results of the Round, without exception’
 so members must comply with the TRIPS requirements as part of membership conditionality.

The Agreement does however include some provisions that allow developing and least developing countries some “breathing space” in terms of its applicability. Having said this, it is important to note that political and economic realities do easily deter countries from making use of these provisions. In theory, Rodrik’s call for selective disengagement provisions is embedded into the Agreement. For one, the Agreement allows developing countries a general transition period of up to five years to amend their patent legislation so that it is in accordance with WTO standards. A longer time, up to 10 years, was allowed for developing countries that have not provided product patent protection for pharmaceuticals, i.e. countries that have ‘process’ patents in place but no protection for the final product. Least developed countries were originally given up to eleven years and this was later extended to 2016 when it became obvious that the initial timeline was hugely unrealistic in terms of its feasibility for implementation.  
Advocates of the TRIPS Agreement argue that sufficiently applied pharmaceutical patent regimes are a sine qua non for large multinational pharmaceutical firms to invest resources in the research and development (R&D) of new drug therapies. But the difficulty in this line of reasoning is the fact that R&D expenditure does not even remotely address the needs of developing countries. If we examine R&D trends, we see little potential for the reallocation of activities towards diseases of the poorest countries.  MSF estimates that 90% of the world’s health R&D expenditure is devoted to conditions that affect just 10% of the world’s population, with priority conditional upon ability to pay
.  This prioritization of diseases affecting the developed world is reflected in the fact that of 1393 new drugs approved between 1975 and 1999 only 13 were specifically indicated for tropical diseases
. Tropical diseases largely affect poor populations, and account for twelve percent of the global disease burden
. This begs the question: Why is there such a limited focus on R &D for the poorest countries. Are ethical considerations completely absent from the decision making process? And how come governments and universities are not more actively looking for ways to remedy this situation?
Detractors of the TRIPS Agreement point out that the Treaty will exacerbate already the inequity in pharmaceutical drug gaps.  These fears are grounded for a number of reasons. Prior to the Agreement, the pharmaceutical patent regime of developing states was, for the most part, considerably below the minimum criteria of TRIPS. Many developing states, such as India and Brazil adopted an explicit policy to disregard intellectual property protection for pharmaceutical products in order to facilitate self-sufficiency in the production of basic medicines and to develop a competitive local industry. Domestic producers, both private and public, could then supply their populations with basic medicines at prices often considerably lower than those of the research-based pharmaceutical industry and build a viable industry through  reverse engineering, such as in the case of India and Brazil.  
Critics of the Agreement also point out that its implementation will result in higher prices for drugs, widen the access gap between developed and developing countries to essential medicines, further exacerbate existing imbalances in the R&D of drug therapies between developed and developing states and threaten the local viability of local industry by having a negative effect on local manufacturing capacity. Finally, longer patent regimes prevent generic competition that in turn helps make pharmaceuticals more affordable. Generic competition will significantly reduce drug prices, if the correct market structures are in place. Pharmaceutical product prices fall sharply when generic entry occurs following the expiration of patents
 

The TRIPS Agreement is a product of extensive negotiations and thus includes provisions within the text that demonstrate where concessions were made, particularly for developing and least developing countries that were concerned about its application on drug access.  The Agreement contains provisions (as pointed out earlier and as will be discussed later) that may be used by governments to ensure that health objectives are not compromised but the point to bear in mind here is that even though there is language in the text of the Agreement which suggests the potential for governments to put health needs over trade needs, the reality for many developing and least developing countries is that they may not make use of the provisions due to administrative, political and knowledge barriers.  Still, the provisions that are potentially beneficial to governments are highlighted later on demonstrating the potential “health safety valves” embedded in the Agreement.  These provisions which facilitate health have post-Agreement been supported by a number of international institutions.
For example, the application of the health safety valves in the TRIPS Agreement has been supported by the United Nations Economic and Social Council, which analyzed the TRIPS Agreement for its health and human rights implications in 2002. Of relevance here is Article 12 of the International Covenant on Economic, Social, and Cultural Rights, ICESCR, obliges “States to respect, protect, and fulfill the right of everyone to the highest attainable standard of physical and mental health.” The Committee on Economic, Social, and Cultural Rights (CESCR) previously had set out the content of this right in General Comment No. 14. Relevant to our discussion are the obligations on States to promote a number of health objectives.

First, it puts a positive obligation on States to promote research with particular regard to diseases such as HIV/AIDS. Second, States must take into account the particular situation of HIV/AIDS and other epidemics in its right to health. Third, “the obligations [ related to the right to health] require States to refrain from interfering directly or indirectly with the enjoyment of the right to health. The obligation to protect [the right to health] requires States to take measures that prevent third parties from interfering with Article 12 guarantees Finally States are obliged to adopt appropriate legislative, administrative, budgetary, judicial, promotional and other measures towards the full realization of the right to health”. Fourth, States and private actors have an obligation to give “due attention in international agreements and States parties should take steps to ensure that these instruments do not adversely impact upon the right to health”. They also have international obligations to “provide essential drugs” and to “take measures to prevent, treat, and control epidemic and endemic diseases.” 

The UN Economic and Social Council has also stressed the importance of human rights in the context of TRIPS. It makes two points. First, it emphasizes that “a human rights approach requires that the public/private balance under article 15 [of the ICESCR] should be struck with the primary objective of promoting and protecting human rights.” Whatever “balance is struck between private and public interests in intellectual property, the balance should not work to the detriment of any of the other rights in the Covenant”. Second, it notes that intellectual property rights are “more akin to a privilege”. “IPRs can be licensed or assigned to someone else, they can be revoked, and they can eventually expire. Similarly, IPRS can be – and often are – held by corporations. Human rights on the other hand are inalienable and universal. They are not granted by the State, they are recognized”
Finally, and most importantly for this discussion, is that the CESCR General Comment calls for ensuring access to affordable treatments. This is best summarized by Report of the High Commissioner for CESCR: 

“States are bound to promote the right to health through the ensuring access to affordable treatments. The right to health contains certain essential elements to be applied by states according to the prevailing national conditions. These elements include ensuring the availability, accessibility, acceptability, and quality of health facilities, goods and services. The second element of accessibility includes the notion of affordability – health facilities, goods and services must be affordable for all, whether privately or publicly provided… The right to facilities, goods and services also includes the provision of essential drugs. “
]

The UN Declaration of Human Rights is similar to article 12 of the ICESCR. Article 25(1) of the Declaration expresses that “Everyone has the right to a standard of living adequate for the health and well-being of himself and of his family, including… medical care”. This is arguably weaker than the former statement which stresses the “highest attainable standard”, rather than the Declaration’s “adequate for health.” Still, given that human rights are universal and inalienable, it is arguable that the call for adequate health and well-being could trump any trade provision which limits access to essential medicines. The question this raises are the possible policy releases provisions within the TRIPS Agreement sufficient to ensure health is not compromised by trade considerations? These are discussed below.
One example of a potential policy “release” from the TRIPS Agreement is Article 27.2 that allows a government to deny patent protection for specific inventions. This restriction on the patentability of inventions in order to protect “human, animal or plant life or health” allows governments the freedom to give priority to human life or health in order to protect “Ordre Public.”  There is no universally accepted definition of what this term means so potentially it gives a government ample scope for its use. Of equal importance, Article 31 provides governments with the authority to issue a compulsory license for a pharmaceutical license without the permission of the patent owner in situations of national emergency, for public non-commercial use and to remedy anti-competitive behaviour. 

The Agreement does give states leeway in determining what constitutes a national emergency, allowing countries the freedom to pursue public health goals. Member’s freedom to do so is explicitly articulated in Article 8 which authorizes members to “adopt measures necessary to protect public health and nutrition, and to promote the public interest in sectors of vital importance to their socio-economic and technological development,” provided that such measures are consistent with TRIPS.

Further, Article 6 does not prohibit the parallel import of drug products and leaves countries with relatively high drug prices in their domestic market free to import a patented product from a country where it is priced lower. While these provisions in the Agreement indicate that states can adopt measures necessary to ensure access to medicines for all, in practice, many governments have not applied these safeguard provisions.
 The reasons are many and include the lack of capacity to make use of provisions (such as in the case of compulsory licensing which until the recent Doha Accord required a country to have manufacturing capability), restrictive legislation not in line with international legislation, as well as political pressure to respect intellectual patent law for pharmaceuticals and to thus not make use of potential health safeguards.

Notwithstanding this, from a purely legal perspective, the TRIPS Agreement has ‘room to maneuver’ because of the imprecision of its language and its relative youth in legal terms. There are some terms without clear definitions or terms without concrete legal precision in the TRIPS Agreement. While these terms will be subject to certain international interpretative principles (such as the Vienna Convention on the Law of Treaties), such principles also allow the values of the agreement to be interpreted and applied to these indefinite terms.

Some of the TRIPS Articles can be used to interpret the “objectives and principles”, i.e. underlying values, of TRIPS for future definitional impreciseness. These include the Preamble, and Articles 7 and 8.  The Preamble includes the provision that the TRIPS Agreement recognizes the need for “adequate standards and principles concerning … trade related intellectual property rights”, rather than high”or“very high standards. Another is the recognition that “the special needs of the least-developed country Members in respect of maximum flexibility in the domestic implementation of laws and regulation in order to enable them to create a sound and viable technological base”. This could be used, for example, to strengthen the case for certain developing countries to emulate India’s success with the generic drug industry and further forego certain TRIPS obligations.

Article 7 states that the intellectual property protection, while contributing to technological innovation, should also contribute to “the transfer and dissemination of technology, to the mutual advantage of producers and users of technological knowledge”. Further, it says that this should be “in a manner conducive to social and economic welfare and to a balance of rights and obligations”.  The evidence to date on this provision has been paltry.
Sometimes, these values need to be cleared up, strengthened, or even changed. The Doha Declaration, as will be discussed below, was one of these interpretative clarifications and was a result of pressure from developing country governments and health activists who expressed concerns that the so-called health safeguard provisions in the TRIPS Agreement were simply inadequate to guarantee access to medicines. Whether the Declaration was a clarification, strengthening, or change is debatable, but what is more important is that Articles 1-5 of the Declaration were used to interpret Articles 31 (in particular, Article 31(b)) and 8. The Declaration even stated that, in Article 5(a) that: “[i]n applying the customary rules of interpretation of public international law, each provision of the TRIPS Agreement shall be read in the light of the object and purpose of the Agreement as expressed, in particular, in its objectives and principles”.  Moreover, the Declaration boldly asserted health as a value in international agreements, even those ostensibly outside of the health sector. We discuss this in more detail below..
The Policy Watershed: the Doha Accord

In view of the real and perceived unbalances expressed in the TRIPS Agreement, in November 2001, the Doha Declaration on TRIPS and Public Health was drafted in order to provide more security to developing countries that public health priorities would not be threatened by the exigencies of the TRIPS Agreement. The Declaration boldly asserts that “…We agree that the TRIPS Agreement does not and should not prevent members from taking measures to protect public health…We affirm that the Agreement can and should be interpreted and implemented in a manner supportive of a WTO member’s right to protect public health and, in particular, to promote access to medicines for all.”  Bloche states that health has thus emerged as a value in international trade law .
 

The Doha Declaration was partially an effort to interpret article 31(f) of the TRIPS Agreement, which states that compulsory licensing shall be “predominantly for the supply of the domestic market.” This highly debated provision was futile for the poorest countries that do not have manufacturing capacity.  Bloche has also underscored that the main WTO agreements are vague with regards to balancing public health against other trade related concerns.
 That means, under WTO rules, countries with a public health crisis are able to forgo patent law and issue a compulsory license to a local manufacturer. But, given that the majority of developing countries lack the domestic capacity or technical expertise to manufacture on-patent pharmaceuticals, the interpretation of what this terminology was crucial for ensuring access to medicine for the poor in many developing countries.  As such, the Doha Declaration includes the now well-analysed Paragraph 6, which recognizes the limitations of the terms of compulsory licensing for member countries of the WTO, particularly the least developed countries that cannot turn to local producers for the manufacture of medicines and calls for an expeditious solution to the problem.  

As a result of uncertainty about the interpretation and reach of the Doha Declaration, lengthy and highly acrimonious discussions ensued among the WTO members which largely put the interests of countries like the United States against those of developing countries.  But after a year and a half of debate, lobbying and public outrage a decision was finally reached on 30 August 2003. The Decision clarifies the right of countries to take advantage of compulsory licensing for pharmaceutical products only in the case of a national emergency in order to address public health problems covered by paragraph 1 of the Doha Declaration.
  It also permits countries without manufacturing capabilities to turn to a third country, such as Canada, for the export of medicines. Finally, the decision reached reaffirms the right of governments to interpret the TRIPS Agreement in a manner supportive of their right to protect public health and highlights the need for the TRIPS Agreement to be interpreted in such a way as to protect public health and not for commercial policy objectives.

But the Decision does not mean the seamless application of compulsory licensing for developing countries without manufacturing capabilities. There are a number of administrative procedures, such as requiring both the importing and exporting countries to issue compulsory licenses, ensuring that the WTO is involved in the overseeing of the procedures, and other stipulations contained in the accord that could effectively limit its application in countries. In addition, many developing countries do not have the necessary administrative infrastructure and know-how to make use of the compulsory licensing provision. Still, irrespective of these potential constraints, the accord sets an important precedent of ensuring that international trade law does not ignore the importance of public health necessities. Patients are taking precedence over patents. It provides, however imperfectly, the potential for countries to disengage from the exigencies of the TRIPS Agreement. Its true value will be made evident as soon as countries begin to exercise their rights to invoke this provision. 

Conclusions
This paper has focused on the intersection between trade and health; focusing predominantly on the issue of pharmaceutical patent regimes and trade agreements. Health as a value in international trade agreements has gained prominence with the establishment of the WTO. However, the paper explicitly raises the question of how “weighty” health concerns (even when there are written provisions for health in trade agreements) when trade interests are at stake.  The TRIPS Agreement includes provisions that protect health but these provisions have not had much weight.  This reality led health activists and developing country governments to pressure the WTO for meaningful support for health concerns.  This led to the Doha Declaration of 2001 that then led to another lengthy process of negotiation that ended in August 2003 when governments were able to reach consensus on issues such as the use of compulsory licensing, particularly for those countries that lacked the manufacturing capacity to make use of it.  Since the creation of the WTO prior international statements and agreements have emphasized that health is a value that must be protected.   In order to offer adequate protection for health and access to medicines in particular, it is arguable that the WTO still needs to undergo a seismic shift in its institutional orientation and ensure that patents do not trump health.  
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