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Introduction
	Today, the probability of death between the age of 15 and 59 is 348 per 1000 males in Afghanistan, 548 in Kenya, and 148 in the United States; the prevalence of HIV among women in Johannesburg, South Africa was 24.8% in the year 2000 but less than 1% in USA (Heywood, 2002, P.2). South Africa has less than 10 percent of the world population, but beholds 66 percent of the world’s HIV/AIDS cases (Saslow, 1999, P.577). It is estimated that by the year 2050, the South African population would be 44 percent smaller than it would have been without the AIDS epidemic (Raducanu, 2011, P.271). In the contemporary era, where globalization has given rise to unprecedented innovation in technology, transportation and biomedicine, health disparities between countries of the developed and developing world should be closing. However, the advancement of public health today has been partial; the presence of health resources on an international level does equate to equal access across the world on a domestic level (Heywood, 2002, P.3). In fact, the term “developing world” is a misnomer because it alludes to the fact that countries under this category are persevering on the trajectory to achieving the status of countries like Canada and the United States (Heywood, 2002, P.2). Countries referred to as “developing countries” should instead be labeled “un-developing countries” because a widened the gap exists between the rich and poor on a global scale (Heywood, 2002, P.2). The purpose of this paper is to evaluate how globalization has affected developing countries by examining the impact of contemporary global structures of governance on the health of the population who live in developing countries. I do this by revealing the ways in which the Trade Related Aspects of Intellectual property Rights (TRIPS) obviates the trajectory towards adequate medicine accessibility in developing countries. I argue that the TRIPS agreement signifies a major barricade confronting the health of the third world populace as it drives developing countries to depend on a monopolized pharmaceutical industry that offers high drug prices with minimal alternatives.  
	Section 1 of the paper provides a background to the issue of global governance in the contemporary era of globalization. It denotes that the global governance structures analyzed in this paper will be those trade rules under the administrative arm of the World Trade Organization (WTO), specifically, the Trade Related Aspects of Intellectual Property Rights and elaborates the significance this agreement bequeaths on pharmaceuticals and the developing world. Section 2 begins to implicate my argument that the TRIPS agreement represents a barrier to the health of the third world populace by revealing the influence of the agreement on drug prices; subsection A substantiates the aforementioned by comparing the prices of patented pharmaceuticals with non-patented generic pharmaceuticals while subsection B shows the affect on overall drug prices when generic pharmaceuticals are introduced into the pharmaceutical market. Section 3 comprises a case study on South Africa to demonstrate how certain provisions, which I refer to as ‘flexibilities’, of the TRIPS agreement exacerbates the detriment TRIPS poses to the health of individuals living in developing countries. Lastly, the conclusion, as usual, will serve to summarize the main points conveyed throughout this paper. 
 

1. Background: Globalizing A Governance Structure-TRIPS
The Health of individuals in developing countries has evolved to become significantly influenced by global structures that govern the manner in which drugs are produced, priced and distributed.  In this paper, I look at the global structures of governance in terms of international trade rules under the administration of the World Trade Organization (WTO). The WTO came into operation on January 1st 1995 and marked the establishment of an international body with the mandate to dictate the rules of trade through multilateral agreements among its member countries. Today, there are 160 countries enrolled in the WTO (World Trade Organization, 2014) and in “deciding to become Members of WTO, States also undertake to abide by its rules” (Globalization and Access to Drugs, 1998, P.9). The Trade Related Aspects of Intellectual Property Rights (TRIPS) was one of agreements signed under the auspices of the WTO. The agreement bequeaths a considerable impact on the pharmaceutical sector, which ultimately has vile implications for access to medicine in developing countries and will be the focus of this paper.  
	The enactment of TRIPS, according to the WTO, “introduced intellectual property rules into the multilateral trading system for the first time” with the mandate to bring order, predictability in along with an overarching dispute mechanism upon the global trade regime (World Trade Organization, 2014). The agreement requires all members enrolled in the WTO to comply with the established standards by making changes to its domestic regulations (Globalization and Access to Drugs, 1998, P.9). A significant change TRIPS made to the international trade system is the agreement’s “obligation to grant patent protection to pharmaceutical product and process inventions” for a period of 20 years (Globalization and Access to Drugs, 1998, P.9). In other words, TRIPS globalized pharmaceutical patents for the first time. Prior to the agreement, intellectual property and patent law were essentially confined within national borders and enforcement was largely carried out in an atomized fashion. Inventors seeking intellectual property protection depended on their States to evaluate and issue the exclusive right to invention within the state boundaries; however, many states did not grant patents for pharmaceuticals and therefore there existed a proliferation of copied drugs (Globalization and Access to Drugs, 1998, P.21). More than 50 countries-including developed countries- did not provision pharmaceuticals under patents (Oh and Khor, 2001). The absence of patents during this period was perceived as a significant catalyst of competitive drug prices and a luxury for the capability of individuals to access these products (Oh and Khor, 2001). At the international level, there existed the World Intellectual Property Organization (WIPO) to regulate and protect intellectual property; however the WIPO’s conventions were limited to “only imposing general rules, such as the rule on national treatment which requires equivalent treatment for foreigners and nationals” (Globalization and Access to Drugs, 1998, P.21). Furthermore, the intellectual property conventions were only binding upon states that ratified them (Globalization and Access to Drugs, 1998, P.21). Pharmaceutical industries of developed countries retaliated against this period of laxity by asserting that the protection of intellectual property rights was slack and contributed to commercial losses and competitiveness in a manner that impeded innovation (Globalization and Access to Drugs, P.21).  
TRIPS obligates all Members of the WTO to grant patents with a duration of 20 years minimum on any pharmaceutical invention (product and process) fulfilling the “established criteria of novelty, inventiveness, and usefulness” (Globalization and Access to Drugs, P.9). Under the agreement, a patent holder is strongly protected. Article 28.1 of TRIPS stipulates
A patent shall confer on its owners the following exclusive rights: where the subject matter of a patent is a product, to prevent third parties not having the owner’s consent from the acts of: making, using, offering for sale, or importing for these purposes of that product (WTO Intellectual Property TRIPS Agreement, n.d.).  

 To ensure compliance with TRIPS, the WTO enforces a dispute procedure that “places the burden of proof on the defendant”; countries failing to justify the ground for not upholding their obligations under TRIPS are subject to trade sanctions (Oxfam, 2001, P.18).  This paper now turns to reveal how this contemporary regime of intellectual property governance is detrimental to developing countries by denoting the multifaceted ways access to medication is challenged by TRIPS. A central theme derived from the subsequent sections of this paper conveys a highly problematic feature of the twenty first century: globalization has evolved to produce winners and losers on a global scale whereby the fate of developing countries depends on global structures of governance that are remain largely under the administrative arm of developed countries and their corporations. 
2. Influence of TRIPS: Patents and Prices

	
	Taking into consideration that “80% of people in developing countries pay directly for some or all of their own medications”, affordable medications is inextricably linked to access capability and represents one of the utmost challenges posed to the health of individuals living in developing countries (Oxfam, 2010, P.17).  High medication prices present a burden upon the populace of developing countries, as resources are vastly limited for these individuals who are “living on the very margins of existence” (Oxfam, 2001, P.16). For instance, in Zambia it costs between $8-10 USD to treat a single episode of pneumonia; however, 60 percent of the population receives a monthly income of less than $18 USD (Oxfam, 2001, P.16). The more people have to pay for their drugs, the more resources they must divert away from other essential necessities and thus “the limited capacity of poor people to absorb the costs associated with sickness means that their demand for treatment is highly sensitive to price changes” (Oxfam, 2001, P.17). 
The introduction of patent protection in the pharmaceutical industry-through the TRIPS regime- has not made this situation any easier as it enables pharmaceutical producers to maintain a monopoly over drug prices (Oh and Khor, 2001). Patent protection, under the 20-year agreement through TRIPS, “limits the level of competition for a specific period, allowing prices and profits to be higher during that time, as a means of encouraging innovation” (Oxfam, 2001, P.19). Article 27.1 of TRIPS States that a “patent shall be available and patent rights enjoyable without discrimination as to the place of invention, in the field of technology and whether products are imported or locally produced” (WTO Intellectual Property TRIPS Agreement, n.d). Thus, by virtue, no generic equivalents are legally able to enter the market, until the expiration of the 20-year term, which poses a barrier to medication access-and ultimately the health and life of individuals-as patients are denied cheaper alternatives (Oh and Khor, 2001). 
	The effect patent monopolies have on pharmaceutical pricing is significant in a number of ways. The data below attempts to provide a better picture by illustrating the following: a.) Prices of patented (branded) pharmaceutical products compared to the prices of generic producers and b.) How drug prices are affected when generic competition enters the market.
	A. Prices of Patented Products vs. Generic Products
Medication sold by multinational corporations is priced substantially higher than those sold by their generic competitors. The following data illustrates this by comparing the prices of HIV/AIDS medications offered by different parties, those operating in the United States and the others in India, prior to the country’s compliance with TRIPS in 2005. The price of 3TC (Lamivudine), under the marketing of British multinational corporation GlaxoSmithKline is 3,271 USD (per patient per year); Cipla and Hetero Drugs Limited, the Indian generic producers of 3TC, prices the drug at 190 USD and 98 USD, respectively (Kavaljit, 2001). Likewise, the price of Zerit (Stavudine) offered by American the multinational corporation Bristol-Myers Squibb stood at 3,589 USD (per patient per year) whilst only priced at 70 USD and 47 USD by Cipla and Hetero, respectively (Kavaljit, 2001). In the case of Viramune (Nevirapine), German multinational corporation Boehinger Ingelheim marketed it at 3,508 USD while Cipla and Hetro priced it at 340 USD and 202 USD, respectively (Kavaljit, 2001). 
	B. Overall Price Reduction Upon Entry of a Generic Producer
	When generic medicines are available in a country, multinational corporations are forced to reduce the prices of their branded products in order to remain competitive (Oh and Khor, 2001). According to a 1998 Health Action International survey, GlaxoSmithKine was forced to reduce the price on their product, Zantac (an anti-ulcer drug), subsequent to the entry of several generic manufacturers. Conversely, “the same brand may be sold at higher prices in other countries where there is no competition from generic producers” (Oh and Khor, 2001). India has one of the strongest domestic generic pharmaceutical industries in the world (Oh and Khor, 2001). According to the survey, 100 tablets of Zantac was priced at “$2 in India, $3 in Nepal, $9 in Bangladesh, $30 in Vietnam, $37 in Thailand, $41 in Indonesia, $55 in Malaysia, $61 in Sri Lanka, $63 in Philippines, $183 in Mongolia. It was also sold at $23 in Australia, $77 in Canada, $196 in Chile, $132 in El Salvador, $150 in South Africa and $97 in Tanzania” (Oh and Khor, 2001).  A similar situation highlighting the influence of generic product availability on pharmaceutical prices entailed in Brazil when the government invoked ‘national emergency’ over its patent laws and started to produce generic AIDS medications; subsequently, “the prices of equivalent branded products dropped by 79%” (Oh and Khor, 2001). 
	Thus, the prevalence of a generic pharmaceutical supply in developing countries is significant to the availability affordable medicine. However, under the TRIPS regime, the fate of developing countries to access affordable drugs largely remain bleak, as the monopoly over patents barricades the entry of generics, which are “the major source of downward pressure on prices” (Oxfam, 2001, P.25). As the subsequent section denotes, this situation is further exacerbated by TRIPS’ inadequately designed ‘flexibilities’, which largely remain obsolete for the purposes of offering alternatives to developing countries in order to escape the high prices dictated by monopolized patents.
3. Flexibilities in TRIPS: Nothing But a Front
	Although TRIPS is perceived as a vigorous guarantor of property rights for patent holders, there are some ‘flexibilities’ stipulated under the agreement designed to limit or mitigate the potential negativities monopolized pharmaceutical patents bequeath onto public health; under TRIPS, certain provisions are made available for countries to implement in their national legislation “in order to curb abuses of intellectual property rights and anti-competitive practices” (Oh and Khor, 2001). According to Article 8 of the agreement, member countries are given the authority to “adopt measures necessary to protect public health and nutrition” (TRIPS, 1994).  These flexibilities include Compulsory Licensing and Parallel Imports. In theory, these provisions appear to be viable strategies- capable of combating patent laws- residing at the discretion of developing countries to “address essential drug gaps, which are primarily attributable to price and a lack of competition” (Cohen-Kohler et al, 2008, P.10). However, as this section demonstrates, these flexibilities often remain quiescent in the legislation of developing countries due to pressures from developed countries and their pharmaceutical companies and thus this keeps TRIPS in its position to resemble a barricade that stifles the health of individuals residing in third world countries as they are denied access to life saving pharmaceuticals.
             

   A.  Compulsory Licensing And Resilience Faced by South Africa
Compulsory licensing is a means by which governments of developing countries can issue a third party -such as a private company or a public agency- the authority reproduce or use a “subject matter of a patent” in absence of authorization given by the patent holder (Cohen-Kohler et al, 2008, P.10). Thus, in the case of pharmaceuticals, developing countries-through the enactment of a compulsory license- can legally enjoy domestically produced generics, which stimulates competition and ultimately improves accessibility to affordable pharmaceuticals (Oh and Khor, 2001). Article 31 of TRIPS specifies a set of conditions for which a country is necessitated to face, in order to potentially qualify for a compulsory license. These conditions are largely “in cases of refusal to deal, in situations of national emergency and extreme urgency, to remedy anti-competitive practices, in cases of public non-commercial use and to facilitate the use of dependent patents” (Oh and Khor, 2001). Taken at face value, these conditions should be fairly easily fulfilled by developing countries, given the high prevalence of illness and disease; however, TRIPS “does not prescribe the ground on which a license may be granted” (Cohen-Kohler, 2008, P.10). TRIPS negotiators therefore evaluate the grounds by which a compulsory license may be allowed in a case-by-case fashion in absence of an established criterion (Cohen-Kohler, 2008, P.10). This poses a significant challenge to developing countries as the granting of compulsory licenses largely depends on the decision determined by influential negotiators; past negotiations reveal that compulsory licensing have evolved to become heavily disfavored by developed countries and pharmaceutical corporations. Influential negotiators, for instance, “the developed countries, EU and US, in particular have tried to press for a very narrow interpretation of the TRIPS Agreement, one which seeks to prohibit the grant of compulsory licenses” (Oh and Khor, 2001). Attempts by developing countries to take advantage of compulsory licenses have also resulted in retaliation (Cohen-Kohler, 2008, P.10). 
In the latter years of the 1990’s, South Africa faced a tremendous escalation in HIV cases (For example, see diagram 1 and 2 below).
[image: ][image: ](Source: International Programs Center, Population Division, U.S. Census Bureau, HIV/AIDS Surveillance Data Base, June 2000)
This presented a significant challenge to public health as the majority (80 percent) of the country’s population relied on a public healthcare system characterized by “irrational use of resources, poor working conditions and inadequate infrastructure” (Quoted in Fisher et al, 2005, P.3). Individuals seeking pharmaceuticals thus remained dependent on the private health market, where prices were considerably higher than what the people could afford. Facilitating access to affordable medicines thus became a nationwide objective situated at the forefront of South Africa’s government policy agenda (Fisher et al, 2005, P.3).  
In response to the high and persistent prevalence of HIV cases in the country-and the scarcity of affordable medicines-the South African government deliberately sought after the use of compulsory licensing to provide less expensive forms of essential pharmaceuticals by allowing the government to produce and distribute generic alternatives of HIV/AIDS medication (Saslow, 1999, P.577). The intention to commence compulsory licensing was reflected in the South Africa’s amendment to Section 15(C) of the Medicines and Related Substance Act. The amendment empowered South Africa’s Minister of Health to “prescribe conditions for the supply of more affordable medicines in certain circumstances so far as to protect the health of the public” (Saslow, 1999, P.578). Moreover, according to Section 15(C) (b) and (c) of the Act, the Minister was granted the jurisdiction to
Prescribe the registration procedure for, as well as the use of …[And] the conditions in which any medicine which is identical in composition, meets the same quality standard and is intended to have the same propriety name as that of another medicine already registered in the Republic…may be imported (Quoted in Saslow, 1999, P.578) 

However, unsurprisingly, fierce opposition voiced by the pharmaceutical industry and the United States immediately retaliated against the South African government (Saslow, 1999, P.578). 
	In the perspective of the Pharmaceutical Research and Manufacturers of America (PhRMA), “a trade association representing American research-based pharmaceutical companies”, South Africa’s amendment to Section 15 (C) presented a clear violation of the TRIPS agreement by failing to recognize the right of patent holders to prevent the reproduction and importation of intellectual property (Saslow, 1999, P.578). The association furthermore voiced that the South Africa government had shown a lack of respect to patent protection. According to PhRMA, 
The recent posture of the South African government makes it clear that South Africa intends to pursue a policy of weakening essential protection for patented pharmaceutical products…From recent remarks and actions, the apparent intent of the government of South Africa is not only to defend its diminishment of the effectiveness of patent protection in South Africa, but to urge other countries to similarly weaken patent protection for pharmaceutical products (Quoted in Saslow, 1999, P.580)	

In this line of events, the pharmaceutical industry asserted that South Africa’s intent to ensue compulsory licensing jeopardizes profits, which ultimately discourages the industry’s investment motives into the HIV/AIDS pharmaceutical field in South Africa and around the world (Saslow, 1999, P.580). In Feburary 1998, the South African pharmaceutical industry “with the support of its American and European counterparts, filed a legal challenge to the Act in South Africa’s constitutional Court on behalf of the local trade association and 40 individual companies” (Saslow, 1999, P.580). The South African government’s response was that its right to grant the compulsory license should be upheld on the premise that the country was facing a national emergency as 4.7 million South African’s combated the dire realities of living with HIV/ AIDS without adequate access to affordable medication (Saslow, 1999, P.577). 
	Two months after Article 15 (C) officially passed into legislation, 47 members of the United States Congress wrote to the United States Trade Representative (USTR) asserting that the United States necessitates punitive actions to be directed towards South Africa as the country has violated international law (Saslow, 1999, P.581). Furthermore, United States representative Rodney Frelighuysen voiced the necessity to suspend U.S bilateral aid into South Africa  “until the State Department reported to congress on efforts to suspend or repeal Article 15(C)” (Saslow, 1999, P.581). In the view of the United States, there was little doubt that South Africa’s utilization of compulsory licensing was unconstitutional to international trade rules. Taking side of pharmaceutical industries, in April of 1998, the USTR placed South Africa on the Special 301 ‘Watch List’, an annual review process that seeks to identify whether countries are upholding their obligations to international trade and intellectual property law to curtail the “threat” proposed by incompliance (Saslow, 1999, P.581). The ‘Watch List’ is embodied in the US Trade act and thus “allows Washington unilaterally to impose tariffs on a country’s exports to the US market if such standards are not met” (Oxfam International, 2001, P.4).  South Africa’s enlistment onto the Special 301 implied that the country was “one step closer to the imposition of unilateral trade sanctions by the United States” (Fisher et al, 2005, P.7). Moreover In July of 1998, the USTR “used its discretion to withhold trade benefits for a range of South African products that had previously been approved under the Generalized System of Preferences (GSP) Program” (Fisher et al, 2005, P.7). 
	The retaliation faced by the South African government-although may be considered as the most infamous case illustrating the pervasive likelihood of external pressure forbidding the use of Compulsory Licensing- is not a unique one. Developing countries are continuously facing opposition in attempts at circumventing the high prices of pharmaceutical through the use of flexibilities under TRIPS. In December of 2000, subsequent to Brazil’s effort to issue Compulsory Licensing for the local production of Anti-retroviral drugs, pharmaceutical companies used the threat of disinvestment and worked with the USTR to pressure unilateral and multilateral trade sanctions against Brazil. Similarly, Thailand and the Dominion Republic has also been the target of such practices (Oh and Khor, 2001).  
At present, only about for developing countries have succeeded in Compulsory Licensing efforts (Oh and Khor, 2001). In all, the feasibility of flexibilities offered under the TRIPS agreement for the purpose of providing developing countries an alternative route to adequately satisfy the necessities of public health is questionable. Its narrow interpretation appears to deliberately allow developed countries and their pharmaceutical industries to enjoy the fruits of a monopolized patent regime that profits at the expense of the livelihood of individuals in third world countries. Thus, until the right of developing countries to use these flexibilities are upheld and respected, the TRIPS agreement continues to decimate the health of the third world populace by barricading accessibility to affordable pharmaceuticals. 
Conclusion
In this paper I have argued that the health of individuals living in developing countries has been jeopardized by the Trade Related Aspects on Intellectual Property Rights agreement. Under TRIPS, pharmaceutical companies retain a monopolized patent right over their products. This has vile implications for the health of individuals in developing countries as prices for life saving medication are often set at a level conducive to profit, but unaffordable to the third world populace. Although the production of generic pharmaceutical products is an effective alternative to high drug prices, under TRIPS, generic manufacturers are prohibited under international law from entering the market, as it is perceived to be an infringement of intellectual property rights. Consequently, the vast majority of individuals living in developing countries are challenged in their ability to access affordable medication. In certain circumstances, TRIPS permits developing countries to use ‘flexibilities’, such as Compulsory Licenses, which allows the temporary production of generic pharmaceuticals; however, these flexibilities are nothing but a front and have largely remained obsolete. The agreement provides a narrow interpretation for the use of Compulsory Licensing, as there are no absolute standards that dictate the grounds on which they may be enacted. This has often resulted in developed countries and their Pharmaceutical companies to retaliate against many attempts made by developing countries to issue Compulsory Licenses.  For example, when South Africa attempted to implement Compulsory Licensing into its national legislation to produce generic pharmaceuticals to combat the high prevalence of HIV/AIDs facing the country, it was confronted with a lawsuit launched on behalf of 40 pharmaceutical companies. Moreover, the United States, acting on behalf of the interests of the pharmaceutical company, threatened to impose trade sanctions on South Africa. Thus, at present, it is clear that patents are placed before patients; TRIPS only functions as tenacious barrier that confronts the health of the third world populace as it drives developing countries to depend on a monopolized pharmaceutical industry that offers high drug prices with minimal alternatives. 
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