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The right to health, defined as the “right of everyone to the enjoyment of the 

highest attainable standard of physical and mental health,” not only includes states 

taking steps to progressively realize the treatment and prevention of diseases but also 

applies to the conditions which support a healthy life such as nutrition and healthy 

working conditions. The rules of international trade, such as World Trade Organization 

treaties and free trade agreements (FTAs), provide avenues for states to more 

effectively respect, protect, and fulfill the right to health, and this thesis examines four 

different areas through which Latin American states can wield the tools provided in 

these rules. 

Chapters 2 and 5 examine the varying impacts on access to medicine and 

healthy working conditions of different FTAs between the U.S. and Latin American 

states. Chapter 2 presents evidence that the provisions of the “New Trade Policy” FTAs 

provide an avenue for more positive human rights impacts than “TRIPS-plus” FTAs, and 

Chapter 5 provides a framework for provisions of future FTAs to better foster healthy 

working conditions. Chapter 3 focuses on how to better encourage utilization of these 
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avenues under the rules of trade, positing that developing the necessary preconditions 

for pooled compulsory licenses to import pharmaceutical products offers the most 

promising strategy. Chapter 4 addresses approaches for promoting food fortification and 

puts forth the argument that measures which are implemented to promote fortified foods 

– even though they may limit international trade – do not necessarily violate the relevant 

trade rules. 
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CHAPTER 1 
INTRODUCTION 

The human right to health has its root in President Franklin Roosevelt’s “Four 

Freedoms,” which he described as the chief aims of the Allies in WWII and which 

encompass multiple dimensions of requisite security for human rights. These freedoms 

include the freedom from fear (security from aggression); the freedom of speech and 

expression (political security); the freedom of conscience (intellectual and religious 

security), and freedom from want (economic security).1 Access to adequate healthcare 

is a crucial component of freedom from want; moreover, a population that lacks 

sufficient healthcare is not one that can truly access and execute its freedoms of 

conscience, speech, and expression. The Four Freedoms were also a source for the 

values and purposes of the UN Charter, which forms the foundation of the international 

legal system and includes the dignity and worth of each human person and the active 

promotion of the conditions underlying the socioeconomic development of all peoples.2 

Furthermore, Article 55 of the UN Charter dictates that the states of the United Nations 

are bound to promote “higher standards of living . . . [and] conditions of economic and 

social progress and development.”3 

In order to define the fundamental human rights referred to in the preamble of the 

UN Charter, the UN Human Rights Commission, led by Eleanor Roosevelt, began 

                                            
1
 Winston P. Nagan, Human Rights, Liberty & Socio-Economic Justice: Economic Theory and the Ascent 

of Private Property Values, 1 CADMUS 1, 2 n.2 (2011). 

2
 Id. at 3; U.N. Charter preamble. 

3
 U.N. Charter, supra note 2, at art. 55.  
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drafting the Universal Declaration of Human Rights (UDHR) in 1946.4 The UDHR 

dictates that “all human beings are born free and equal in dignity and rights.”5 These 

rights include life and “the right to a standard of living adequate for the health and well-

being of himself and of his family, including food, clothing, housing, medical care and 

necessary social services.”6 

Further delineating the right to health, Article 12(1) of the International Covenant 

on Economic, Social, and Cultural Rights (ICESCR) notes that state parties to that 

convention “recognize the right of everyone to the enjoyment of the highest attainable 

standard of physical and mental health.”7 To ensure that their populations have access 

to this right, state parties will take actions including those indispensable to “[t]he 

prevention, treatment and control of epidemic, endemic, occupational and other 

diseases . . . [and] [t]he creation of conditions which would assure to all medical service 

and medical attention in the event of sickness.”8 

 The Committee on Economic, Social, and Cultural Rights (the body of experts 

which monitors the implementation of the ICESCR by state parties and interprets its 

provisions in General Comments) interprets the right to health in Article 12 as not 

merely a right to timely and adequate healthcare but also to the conditions which 

                                            
4
 Peter Bailey, The Creation of the Declaration of Human Rights, UNIVERSAL HUMAN RIGHTS NETWORK, 

http://www.universalrights.net/main/creation.htm (last visited Sep. 23, 2011).   

5
 The Universal Declaration of Human Rights art. 1, G.A. Res. 217, U.N. GAOR, 3d Sess., U.N. Doc. 

A/810 (1948) [hereinafter UDHR].  

6
 Id. at arts. 3, 25(1).  

7
 International Covenant for Economic, Social, and Cultural Rights art. 12(1), Dec. 16, 1966, 993 U.N.T.S. 

3 [hereinafter ICESCR]. 

8
 Id. at art. 12(2)(c-d). 
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support a healthy life such as nutrition, potable water, adequate sanitation, and healthy 

working and environmental conditions.9 Additionally, taking into consideration budgetary 

constraints, state parties must offer physically and economically accessible health 

facilities, goods, and services of sufficient quality (meeting the appropriate medical or 

scientific approvals).10  

Given the significance of trade in the world economy, a state’s imports, exports, 

and trade policies will clearly have a substantial impact on its strategies (and the 

effectiveness of those strategies) to respect, protect, and fulfill the right to health. The 

rules of international trade, such as the international intellectual property law delineated 

in the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS),11 

the Sanitary and Phytosanitary Measures Agreement (SPS Agreement),12
 the 

Agreement on Technical Barriers to Trade (TBT Agreement),13 and free trade 

agreements (FTAs) which states enter into, offer avenues for more effectively 

implementing the right to health. This thesis examines four different areas through 

                                            
9
 U.N. Econ. & Soc. Council, Comm. on Econ., Soc. and Cultural Rights, General Comment No. 14(11): 

The Right to the Highest Attainable Standard of Health, U.N. Doc. E/C. 12/2000/4 (Aug. 11, 2000) 
[hereinafter ICESCR General Comment 14].   

10
 Id. at ICESCR General Comment 14(12). 

11
 Agreement on Trade-Related Aspects of Intellectual Property Rights, Apr. 15, 1994, 33 I.L.M. 81 

[hereinafter TRIPS]. 

12
 Agreement on the Application of Sanitary and Phytosanitary Measures, GATT Doc. MTN/FA II-A1A-4 

(Dec. 15, 1993) (entered into force January 1, 1995), available at 
http://www.wto.org/english/tratop_e/sps_e/spsagr_e.htm#fnt5 [hereinafter SPS Agreement].  

13
 Agreement on Technical Barriers to Trade, Apr. 15, 1994, Marrakesh Agreement Establishing the 

World Trade Organization, Annex 1A, Legal Instruments--Results of the Uruguay Round,1868 U.NT.S. 
120 (entered into force January 1, 1995), available at http:// www.wto.org/english/docs_e/legal_e/17-
tbt_e.-htm [hereinafter TBT Agreement]. 
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which Latin American states can wield the tools provided in the rules of trade to more 

effectively respect, protect, and fulfill the right to health. 

Outline 

First, in Chapter 2: U.S.-Latin American Free Trade Agreements and Access to 

Medicine, analyzes the effects of FTA provisions on access to medicine. Access to 

medicine lies at the heart of the crossroads between the international human right to 

health and international intellectual property law delineated in TRIPS. True availability of 

essential medicines to millions of people depends on a balance between the formations 

of these medicines in the first place (through rewarding innovation) and promulgating 

rules that allow for practicable access to those medicines. FTAs provide a method for 

implementing the right to health by fostering practicable access to essential medicines 

in the TRIPS framework. However, ensuing from the differing provisions in these FTAs 

are varying consequences on state parties’ capabilities to implement the right to health 

and individuals’ practicable access to this right.  

Chapter 2 examines the impacts on access to medicine of two groups of FTAs 

between the U.S. and Latin American states: FTAs that encompass “TRIPS-plus” 

provisions and FTAs in accordance with the New Trade Policy. The provisions of the 

former, which include the U.S-Chile FTA, the Dominican Republic-Central America-U.S. 

FTA (CAFTA-DR), and Trans-Pacific Partnership (TPP) (still in negotiations), limit state 

parties’ abilities to use the flexibilities found in TRIPS or surpass the requirements of 

TRIPS. However, the FTAs between the U.S. and Colombia, Peru, and Panama 

encompass the provisions of the “New Trade Policy for America” which was agreed to 
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by President Bush and Congress on May 10, 2007.14 This policy posits that the “TRIPS-

plus” provisions were tilted too heavily towards “rewarding innovation” over “access in 

developing states.”15  Chapter 2 presents evidence that the provisions of the “New 

Trade Policy” FTAs provide an avenue for more positive human rights impacts than 

those of “TRIPS-plus” and will argue for amendments to the Chilean FTA, CAFTA-DR, 

and the TPP. 

Chapter 3: Implementation of Compulsory Licenses focuses on a corollary 

concern: how to encourage Latin American states (particularly the Central American 

states with relatively smaller populations) to utilize these flexibilities under TRIPS, such 

as the ability to issue compulsory licenses (licenses granted to a producer to produce a 

patented product without the patent holder’s consent). The practicable capabilities of 

low- and middle-income Latin American states to issue compulsory licenses may be a 

key tactic in achieving affordable access to many types of medicines since nearly all 

pharmaceutical companies price their products at the same price worldwide. 16  By not 

employing a price discrimination strategy based on per capita GDP for a particular 

pharmaceutical product, a deadweight loss often occurs since many consumers who 

would buy that product cannot afford to do so.17 This deadweight loss could be 

                                            
14

 Charles B. Rangel, Moving Forward: A New Bipartisan Trade Policy that Reflects American Values, 45 

HARV. J. ON LEGIS. 377, 377-78 (2008); USTR to push for 12 years of Data Exclusivity for Biologics 
in TPPA, INSIDE U.S. TRADE (May 30, 2011), 
http://donttradeourlivesaway.wordpress.com/2011/05/30/ustr-to-push-for-12-years-of-data-exclusivity-for-
biologics-in-tppa/. 

15
 Rangel, supra note 14, at 401. 

16
 Jerome H. Reichman, Compulsory licensing of patented pharmaceutical inventions: evaluating the 

options, 37 J. LAW, MED. & ETHICS 247, 251 n.2 (2009).  

17
 Id. at 251. 
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decreased through selling that product to large numbers of persons in low- or middle-

income states at lower prices (but still above the marginal cost of production).18 

Although “one-price” strategies have left numerous kinds of pharmaceutical products 

unavailable to scores of persons around the world, the number of states that have 

executed compulsory licenses has been relatively small, and Brazil and Ecuador are the 

only Latin American states to have done so for pharmaceutical products19. Therefore, 

an analysis of the instances in which other states have implemented compulsory 

licenses and the legal, economic, and political constraints on issuing these licenses is 

essential to ascertaining the requisite steps that Latin American states must take in 

order to put themselves in the position of being able to feasibly issue and carry out 

compulsory licenses. 

Chapter 3 examines instances in which compulsory licenses were executed, as 

well as factors inhibiting compulsory licensing from being utilized to its fullest potential 

(such as a misunderstanding of TRIPS, national legislation, fears of negative political 

consequences from other states, concerns of diminished foreign direct investment 

(FDI), and limited domestic manufacturing capabilities). As a more feasible strategy for 

implementation, Chapter 3 reasons that smaller Latin American states, when 

circumstances legitimately warrant, issue compulsory licenses collaboratively for a 

certain pharmaceutical product and use the waiver to TRIPS Article 31(f) provided for in 

                                            
18

 Id. 

19 
Reed Beall & Randall Kuhn, Trends in Compulsory Licensing of Pharmaceuticals. Since the Doha 

Declaration: A Database Analysis, 9 PLOS 1, 4 n.1 (2012).  
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the Decision on the Interpretation of Paragraph 6 (Paragraph 6 Decision)20
 to import 

that product from another WTO member-state which has the capability to manufacture 

it. Pooled compulsory licenses to import pharmaceutical products offer the most 

promising strategy for smaller Latin American states to execute compulsory licenses, 

and Chapter 3 concludes by describing steps that Latin American states and possible 

exporter states should take to create the necessary conditions for such licenses. 

Beyond access to medicine, the right to health “extends to the underlying 

determinants of health, such as food and nutrition,”21  which constitutes the focus of 

Chapter 4: The Rules of Free Trade and Access to Nutrition. To achieve full realization 

of the right to health, ICESCR state parties are bound to take specific and continuous 

steps towards fostering the requisite conditions for “an adequate supply of food and 

proper nutrition.”22 Over a third of the world’s population is micro-nutritionally deficient.23 

Children and pregnant women are the most susceptible to these deficiencies (in Latin 

America, nine million children (under the age of five) are malnourished)24, and even if a 

person merely suffers from a moderate deficiency, there will still likely be serious, long-

                                            
20

 Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health, 

Decision of 30 August 2002, Doc. WT/L/540 (entered into force Sep. 2, 2003) [hereinafter Paragraph 6 

Decision].  

21
 Id. 

22
 ICESCR General Comment 14, supra note 9, at 14(15, 36). 

23
 LINDSAY ALLAN, BRUNO DE BENOIST, OMAR DARY, & RICHARD HURRELL (eds.), GUIDELINES ON FOOD 

FORTIFICATION WITH MICRONUTRIENTS: WHO AND FOOD AND AGRICULTURAL ORGANIZATION OF THE UNITED 

NATIONS 3 (2006), available at 

http://www.who.int/nutrition/publications/guide_food_fortification_micronutrients.pdf. 

24
 Malnutrition costs Latin America billions of dollars per year, ALERTNET (Oct. 15, 2009), 

http://www.trust.org/alertnet/news/malnutrition-costs-latin-america-billions-of-dollars-per-year/.  
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term consequences on his or her physical health and mental development.25 These 

outcomes will also have a significant impact at the macro level through the loss of 

human capital formation, economic productivity, and rising public health costs since 

micronutrient deficiencies account for 7.3% of global disease incidence. 26 “In 

Guatemala, where nearly half of children suffer from chronic malnutrition, U.N. 

estimates put the cost at $3.1 billion (U.S. dollars (USD)) a year in 2004, or 11 percent 

of its GDP.”27 

One of the cost-efficient means for achieving the realization of and access to a 

sufficient nutritional supply is the promotion of food fortification: “the addition of one or 

more essential nutrients to a food whether or not it is normally contained in the food for 

the purpose of preventing or correcting a demonstrated deficiency of one or more 

nutrients in the population or specific population groups.”28 This Chapter puts forth the 

argument that measures which are implemented to promote fortified foods - but in doing 

so, may limit international trade – fall under the purview of and do not necessarily 

violate the relevant trade rules found in the SPS Agreement which covers food safety 

regulations. However, if it is determined that measures to promote fortified foods do not 

fall under the purview of the SPS Agreement, then they would be subject to the TBT 

Agreement and, like with the SPS Agreement, could be properly tailored in order to 

comply with the TBT Agreement.  

                                            
25

 Id. 

26
 Id. 

27
 Id.  

28
 Codex General Principles for the Addition of Essential Nutrients to Food ¶2.5, CAC/GL 09-1987 

(amended 1989, 1991).  
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Beyond food and nutrition, “safe and healthy working conditions” constitute 

another fundamental determinant of health,29 and the manners through which different 

FTA provisions protect and promote workers’ rights to these safe conditions is the 

subject of Chapter 5: U.S.-Latin American Free Trade Agreements and Healthy Working 

Conditions. ICESCR Article 12(2)(c) specifically dictates that the “prevention, treatment 

and control of . . . occupational . . . diseases” are among the requisite steps for state 

parties to take in order to achieve full realization of the right to health.30 The ICESCR 

Committee expounded upon Article 12 by highlighting that “the right to healthy . . . 

workplace environments” encompasses “preventive measures in respect of 

occupational accidents and diseases. . . the prevention and reduction of the population's 

exposure to harmful substances . . . [and] detrimental environmental conditions that 

directly or indirectly impact upon human health . . . the minimization, so far as is 

reasonably practicable, of the causes of health hazards inherent in the working 

environment . . . [and] safe and hygienic working conditions.”31  

Like access to medicine, FTAs such as NAFTA, the U.S-Jordan FTA, CAFTA-

DR, and the “New Trade Policy for America” FTAs (between the U.S. and Colombia, 

Panama, and Peru) promote occupational health in varying ways, and Chapter 5 

evaluates the substantive and procedural provisions of these FTAs according to the 

“human rights impact assessment” framework by measuring the impact of these 

provisions on the capacity of a state to meet its responsibilities to progressively realize 

                                            
29

 ICESCR General Comment 14, supra note 9, at 14(4). 

30
 ICESCR, supra note 7, at art. 12(2)(c). 

31
 ICESCR General Comment 14, supra note 9, at 14(15). 
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this component of the right to health and on the capacity of individuals and groups to 

have practicable access to this area of the right to health. An analysis of the impacts of 

these FTAs will indicate that while their potentials for positive impacts on human rights 

have expanded, none provides an ideal model for provisions regarding “safe and 

healthy working conditions.” Nonetheless, they do provide ideas for what one would 

look like, and Chapter 5 concludes by offering a framework for provisions of future FTAs 

to better respect, protect, and proactively fulfill “safe and healthy working conditions.”  

Significance 

The “value-added” of my thesis is that it will highlight and delineate feasible legal 

strategies in the profitable area of free trade for achieving practicable positive effects on 

access to the human right to health. Chapters 2 and 5 provide comparative human 

rights impact assessments of the terms of various FTAs on access to medicine and 

occupational health which were not found directly in any other sources. Chapter 3 

examines the reasons why smaller Latin American states specifically have not executed 

compulsory licenses and describes how and why the strategy of “pooled” compulsory 

licenses could be effectively implemented by these particular states, which was not 

found in any other sources. Lastly, Chapter 4 develops the argument that measures to 

promote fortified foods may restrict trade  but do not necessarily violate the SPS 

Agreement or TBT Agreement and thus could be effectively used in Latin America. No 

examples were found of this argument applied specifically to Latin America. Moreover, 

only in a handful of other papers were a few sentences or a paragraphs found 

addressing whether these agreements either would or would not be violated by such 

measures, but Chapter  4 will offer a more complete argument on those issues.  
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CHAPTER 2 
U.S.-LATIN AMERICAN FREE TRADE AGREEMENTS AND ACCESS TO MEDICINE 

The values which underlie the international legal system and are listed in the UN 

Charter include the dignity and worth of each human person, the equal rights of all 

persons regardless of sex or nationality, and the active promotion of the conditions 

underlying the socioeconomic development of all peoples.1 The human rights stemming 

from these values were delineated in subsequent documents; one of these rights is the 

right for everyone to share and enjoy the fruits of scientific development.2 One of the 

areas of great scientific advancement over the last century has been in the area of 

essential medicines. However, all are not benefiting from this scientific progress; 

millions of deaths in developing states each year are the consequences of diseases for 

which there are treatments3. Over 17.5 million people perish annually as a result of 

communicable illnesses and maternal/neonatal conditions in low- and middle-income 

states.4 Furthermore, only eight medical conditions/diseases account for 29 percent of 

deaths in low- and middle-income states: “TB, HIV/AIDS, diarrheal diseases, vaccine-

preventable diseases of childhood, malaria, respiratory infections, maternal conditions, 

and neonatal deaths.”5 According to UN Special Rapporteur on the Right to Health Paul 

Hunt in his testimony before the UN, “[i]mproving access to existing medicines could 

                                            
1
 U.N. Charter preamble.  

2
 The Universal Declaration of Human Rights art. 27(1), G.A. Res. 217, U.N. GAOR, 3d Sess., U.N. Doc. 

A/810 (1948) [hereinafter UDHR]; International Covenant for Economic, Social, and Cultural Rights art. 
15(1)(b), Dec. 16, 1966, 993 U.N.T.S. 3 [hereinafter ICESCR]. 

3
 Graham Dutfield, Delivering Drugs to the Poor: Will the TRIPS Amendment Help?, 34 AM. J.L. & MED. 

107, 108 (2008). 

4
 Id. 

5
 Id. 
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save 10 million lives each year. Access to medicines is characterized by profound 

global inequality: fifteen percent of the world’s population consumes over ninety percent 

of the world’s pharmaceuticals.”6 

Access to medicine lies at the heart of the crossroads between two areas of 

international law: the international human right to health and international intellectual 

property law delineated in TRIPS. True availability of essential medicines to millions of 

people depends on a balance between the formations of these medicines in the first 

place (through rewarding innovation) and promulgating rules that allow for practicable 

access to those medicines. FTAs offer an avenue for implementing the right to health by 

fostering practicable access to essential medicines in the TRIPS framework. However, 

ensuing from the differing provisions in these FTAs are varying consequences on 

access to medicine. The analysis of these consequences will be based on the UN Office 

of the High Commissioner for Human Rights’ conceptual framework for analyzing the 

impact of trade agreements on human rights.7 This framework sets human rights norms 

as “the bottom line” for governments to protect in negotiating and implementing trade 

agreements and structures the analysis in terms of measuring the impact of the 

provisions of these trade agreements on the capacity of the state to meet its 

responsibilities under the applicable customary international legal norms and treaties (in 

this case related to the right to health and access to medicine), as well as measuring 

                                            
6
 Charles B. Rangel, Moving Forward: A New Bipartisan Trade Policy that Reflects American Values, 45 

HARV. J. ON LEGIS. 377, 400 (2008); USTR to push for 12 years of Data Exclusivity for Biologics in TPPA, 
INSIDE U.S. TRADE (May 30, 2011), http://donttradeourlivesaway.wordpress.com/2011/05/30/ustr-to-push-
for-12-years-of-data-exclusivity-for-biologics-in-tppa/. 

7
 Simon Walker, The United States–Dominican Republic–Central American Free Trade Agreement and 

Access to Medicines in Costa Rica: A Human Rights Impact Assessment, 3 J HUM. RTS. PRAC.188, 188 

n.2 (2011).  
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the impact of the provisions on the capacity of individuals and groups to have 

practicable access to the right to health (through available and affordable medications of 

sufficient quality), as delineated in international law and national legislation.8  

Section 1 examines the international legal underpinnings of the right to health; 

Section 2 analyzes the applicable TRIPS provisions regarding access to medicine. 

Sections 3 and 4 examine the differing provisions regarding access to medicines in 

FTAs among the U.S. and Latin American states, as well as these provisions’ effects on 

state parties’ capabilities to implement the right to health and individuals’ practicable 

access to this right. Section 5 discusses future changes to bolster the human rights 

impacts of FTAs.  

Section 1: Right to Health 

As previously noted, the roots of the express right to health are found in 

President Franklin Roosevelt’s “Four Freedoms,” which encompass different 

dimensions of requisite security for human rights and include freedom from want 

(economic security).9 Access to adequate healthcare is a crucial component of freedom 

from want; moreover, a population that lacks sufficient healthcare is not one that can 

truly access and execute its freedoms of conscience, speech, and expression. 

President Roosevelt was clearly cognizant to the significance of the right to health; he 

approved a Bill of Socio-economic Rights to send to Congress which encompassed the 

right to adequate medical care.10 

                                            
8
 Id. at 193. 

9
 Winston P. Nagan, Human Rights, Liberty & Socio-Economic Justice: Economic Theory and the Ascent 

of Private Property Values, 1 CADMUS 1, 2 n.2 (2011). 

10
 Id. at 4. 
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The Four Freedoms were also a source for the values and purposes of the UN 

Charter, which include “better standards of life.11 Furthermore, Article 55 of the UN 

Charter dictates that the states of the United Nations are bound to promote “higher 

standards of living . . . [and] conditions of economic and social progress and 

development,”12 Both of these necessarily encompass a right to health, and further 

evidence is found in Articles 13 and 55 which call for both the UN General Assembly 

and the United Nations as a whole to foster international collaboration in the health 

field.13 The Vienna Convention on the Law of Treaties delineates that state parties to a 

treaty, such as the UN Charter, are bound to that treaty and must execute the 

provisions of that treaty in good faith;14 additionally, state parties may not use provisions 

of domestic law to justify failing to execute the provisions of a treaty which it has 

ratified.15 

To further define the fundamental human rights referred to in the UN Charter, the 

UN Human Rights Commission, led by Eleanor Roosevelt, began drafting the Universal 

Declaration of Human Rights (UDHR) as the first part of an “international bill of rights” in 

1946.16 The UDHR dictates that “all human beings are born free and equal in dignity 
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and rights.”17 These rights include life and “the right to a standard of living adequate for 

the health and well-being of himself and of his family, including food, clothing, housing, 

medical care and necessary social services.”18 On December 10, 1948, the UN General 

Assembly endorsed the UDHR without any dissenting votes.19  

While UN General Assembly Resolutions and Declarations are not binding 

international law (as a treaty or UN Security Council decision is), the UDHR is binding 

international law in the form of customary international law20 (a type of international law 

denoted by consistent state practice and opinio juris (states’ belief in their obligation to 

do so))21. As customary international law, the UDHR is binding upon all states which did 

not repudiate it during its formation; as no state dissented from endorsing the UDHR, its 

provisions are binding on all states22. The “International Bill of Rights” was completed 

with the International Covenant on Civil and Political Rights (ICCPR) and the 

International Covenant on Economic, Social, and Cultural Rights (ICESCR) which 

define states’ obligations regarding the fundamental human rights of the UDHR.23 As 

treaties, these covenants are binding upon the state parties which have ratified them. 

However, the ICESCR is so widely ratified, adhered to, and enforced that it arguably 

constitutes customary international law, which is binding upon states, such as the U.S., 
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which have not ratified the ICESCR.24 Moreover, in the U.S., customary international 

law is “judicially cognizable.”25  

Article 12(1) of the ICESCR notes that “[t]he States Parties to the present 

Covenant recognize the right of everyone to the enjoyment of the highest attainable 

standard of physical and mental health.”26 To ensure that their populations have access 

to this right, state parties will takes actions including those indispensable to “[t]he 

prevention, treatment and control of epidemic, endemic, occupational and other 

diseases . . . [and] [t]he creation of conditions which would assure to all medical service 

and medical attention in the event of sickness.”27 

The Committee on Economic, Social, and Cultural Rights (the body of experts 

which monitors the implementation of the ICESCR by state parties and interprets its 

provisions in General Comments)28 interprets the right to health in Article 12 as not 

merely a right to timely and adequate healthcare but also to the conditions which 

support a healthy life such as nutrition, potable water, adequate sanitation, and healthy 

working and environmental conditions.29 The Committee also noted that since the 
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“highest attainable standard of health” takes into account individual susceptibilities, 

characteristics, and lifestyles, it is not a right to “good health” but a right to “the 

enjoyment of a variety of facilities, goods, services and conditions necessary for the 

realization of the highest attainable standard of health.”30 Taking into account budgetary 

constraints, state parties must offer physically and economically accessible health 

facilities, goods, and services of sufficient quality (meeting the appropriate medical or 

scientific approvals).31 Additionally, those essential medicines listed in the World Health 

Organization’s (WHO) Model Lists for Essential Medicines for Adults and Children32 

must be available33. 

The Committee on Economic, Social, and Cultural Rights explained that the right 

to prevention and treatment of diseases in ICESCR Article 12(2)(c) encompasses a 

system of medical care to address accidents, epidemics, and emergencies; control of 

diseases “refers to States’ individual and joint efforts to . . . make available relevant 

technologies . . . the implementation or enhancement of immunization programmes and 

other strategies of infectious disease control.”34 The establishment of conditions which 

would allow for medical services and attention in the case of an illness (in Article 

12(2)(d)) entails “equal and timely access to basic preventive, curative, rehabilitative 

health services and health education; regular screening programmes; appropriate 
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treatment of prevalent diseases, illnesses, injuries and disabilities, preferably at the 

community level; the provision of essential drugs; and appropriate mental health 

treatment and care.”35 

In addition to respecting the right to health by not hampering access to 

healthcare/medicines and protecting this right through ensuring that other parties will 

not restrict this access,  state parties are bound to proactively fulfill the right to health by 

making specific and continuous steps towards its realization, such as legislation of a 

national health policy (delineating tactics and resources for realizing the right to health), 

funding towards a public health infrastructure, training medical personnel, fostering the 

establishment of healthcare facilities, and informational campaigns.36 Significantly, a 

state party which does not use the maximum of its available resources to fully execute 

the right to health is in violation of the ICESCR.37 Among the core obligations of state 

parties is to provide access to the essential medicines in the WHO Model Lists for 

Essential Medicines for Adults and Children.38 Access to immunizations is also of high 

priority39 and the availability of HIV/AIDS medication is a “fundamental element” in the 

progressive realization of this right40.  Of particular significance to the topic of this paper, 

state parties are called to give due consideration to the right to health in international 
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agreements and “ensure that these instruments do not adversely impact upon the right 

to health.”41  

 However, regarding enforcement, the only mechanism is state parties’ obligation 

to periodically report their steps to progressively implement the rights under the 

ICESCR to the Committee on Economic, Cultural, and Social Rights.42 Additionally, 

there has been scant assessment by the Committee or any other body to more fully 

assess implementation.43 Even more crucially, there is not currently a tribunal (like 

exists under the ICCPR) for citizens of ICESCR state parties to bring claims of 

violations of their rights.44   

 While the right to health has been reaffirmed in other international legal 

documents, such as in Article 10 of the Additional Protocol to the American Convention 

on Human Rights in the area of Economic, Social, and Cultural Rights (“Protocol of San 

Salvador”),45 there is not yet homogeneous agreement regarding the customary legal 

status of this right.46 As previously noted, customary international law legally binds 

                                            
41

 ICESCR General Comment 14, supra note 29, at 14(39). 

42
 Emily M. Cowley, The Right to Health: Guatemala’s Conflicting Obligations under the Central American 

Free Trade Agreement and the International Covenant on Economic, Social, and Cultural Rights, 11 

MICH. ST. U. J. MED. & L. 227, 232 (2007). 

43
 Id. 

44
 Id. However, the Optional Protocol to the ICESCR, which establishes processes for individuals to 

submit complaints of alleged ICESCR violations to the ICESCR Committee (which may also instigate 
investigations regarding alleged ICESCR violations), was adopted by the UN General Assembly in 2008. 
As of February 7, 2013, ten state parties have ratified the Protocol (including Argentina, Bolivia, Ecuador, 
El Salvador, and Uruguay), and therefore, the Protocol will go into effect on May 5, 2013. Optional 
Protocol to the ICESCR, UNITED NATIONS TREATY COLLECTION (Feb. 2, 2013), 
http://treaties.un.org/Pages/ViewDetails.aspx?src=TREATY&mtdsg_no=IV-3-a&chapter=4&lang=en..  

45
 Additional Protocol to the American Convention on Human Rights in the area of Economic, Social, and 

Cultural Rights: Protocol of San Salvador art. 10, Nov. 14, 1988, 28 I.L.M. 161 [hereinafter Protocol of 
San Salvador]. 

46
 Bhatt, supra note 25, at 608. 



28 

states regardless of treaty ratification and in the context of the right to health would bind 

the U.S. which is not an ICESCR signatory47. The U.S. Court of Appeals, Second 

Circuit, held in Flores v. Southern Peru Copper Corporation,48 that the right to health is 

“insufficiently definite”49 to form a “clear and unambiguous”50 customary international 

legal norm. Contrarily, evidence of its customary legal character includes the wide 

acceptance of non-binding legal instruments addressing with the right to health (such as 

the Vienna Declaration and Programme of Action and UN Commission on Human 

Rights resolutions);  widespread ratification of multilateral treaties that establish the right 

to health (there are currently 160 state parties to the ICESCR);51  inclusion of the right to 

health in many national constitutions; and the justiciable nature of the right to health 

before many national judiciaries.52 For instance, in Paschim banga Khet Samity v. State 

of West Bengal,53 a case before the Supreme Court of India in 1996, the petitioner was 

hit by a train and then denied treatment at six successive state hospitals because the 
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hospitals either had inadequate medical facilities or lacked any vacant beds.54 The 

Court declared that the right to life enshrined in the Article 21 of the Indian Constitution 

imposes an obligation on the state to safeguard the right to life of every person and that 

the denial of timely medical treatment necessary to preserve human life in government-

owned hospitals is a violation of this right.55 The Court ordered the West Bengali state 

government to pay compensation to the petitioner as well as enact remedial measures 

to ensure that proper medical facilities were available in the future.56 

For a second example,  Minister of Health v. Treatment Action Campaign,57 a 

case before the Constitutional Court of South Africa in 2002, addressed whether the 

state had violated Sections 27(1(a), 2) of the South African Constitution (“[e]veryone 

has the right to have access to health care services . . . the state must take reasonable 

legislative and other measures, within its available resources, to achieve the 

progressive reali[z]ation of each of these rights”) through only permitting Nevirapine (a 

drug that reduces mother-to-child HIV transmission) to be available at select pilot sites 

(instead of all public hospitals and clinics) after the manufacturer offered to provide it at 

no cost for five years.58 The Court highlighted that “[t]he question in the present case, 

therefore, is not whether socio-economic rights are justiciable. Clearly they are. The 

question is whether the applicants have shown that measures adopted by the 
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government to provide access to health care services for HIV-positive mothers and their 

newborn babies fall short of its obligations under the Constitution.”59 The Court found 

that the policy excluded a considerable societal segment, failed to distinguish between 

the evaluation of programs and the need to provide access to services to those lacking 

access, and therefore was unreasonable.60 Rejecting the argument that granting 

injunctive relief would violate separation of powers, the Court ordered the government to 

remove the restrictions that barred Nevirapine from being made available at public 

hospitals and clinics which were non-research or training sites.61 

In light of the current lack of an enforcement mechanism through a treaty or 

through all national judiciaries as customary international law, trade agreements offer a 

promising avenue for truly implementing the components of the right to health. Through 

designing trade agreements to augment the capacities of states to execute the 

components of the right to health and to support practicable access of individuals and 

groups to the components of the right to health, trade agreements may lead to a 

positive impact on the human rights of millions of people. Additionally, increased state 

practice may strengthen a belief in the state’s obligation to implement the right to health 

and therefore strengthen the case for a customary legal norm of the right to health. 

Section 2: TRIPS 

 Intellectual property law was developed in the form of patents for the purpose of 

encouraging invention with the objective of achieving the most extensive availability of 
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new and useful goods for society.62 Pre-TRIPS, the development of intellectual property 

rights (IPR) largely occurred within the World Intellectual Property Organization (WIPO), 

which administered numerous treaties such as the 1883 Paris Convention for the 

Protection of Industrial Property63 and the 1886 Berne Convention for the Protection of 

Literary and Artistic Works64.65 However, WIPO lacked the legal authority and capacity 

to monitor and secure compliance by state parties with substantive treaty obligations,66 

and IPR protection was irregularly recognized across state lines67. The purpose of the 

TRIPS agreement, which entered into effect in January 1995 (in conjunction with the 

establishment of the WTO) and encompassed substantive provisions of WIPO 

treaties,68 was to advance international trade through implementing a treaty addressing 

IPR which encompassed mechanisms for enforceability of treaty provisions69 Regarding 

patents, TRIPS extended minimum standards of protection for “any inventions, whether 

products or processes, in all fields of technology, provided that they are new, involve an 
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inventive step and are capable of industrial application.”70 This encompasses the 

obligation of all WTO members to make patents available for pharmaceutical 

innovations.71 In addition to granting patent rights for a period of twenty years from the 

date of the filing of the patent application, TRIPS demarcates procedures and remedies 

for patent holders to enforce their rights.72 

 Article 30 of TRIPS allows for WTO members to offer limited exceptions to patent 

rights as long as these exceptions “do not unreasonably conflict with a normal 

exploitation of the patent and do not unreasonably prejudice the legitimate interests of 

the patent owner, taking account of the legitimate interests of third parties.”73 For 

example, a WTO panel determined that Article 30 permits WTO members to establish a 

regulatory review exception, thus allowing activities relating to a drug patent that would 

typically infringe upon it so long as the sole objective of these activities is to obtain 

marketing approval from regulators in order to commence such marketing after the 

patent expires.74 

 Article 31 of TRIPS authorizes all WTO members to grant compulsory patent 

licenses (licenses granted to a producer to produce a patented product without the 

patent holder’s consent).75 Before granting a compulsory patent license, the state must 
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have made efforts to attain authorization from the patent “holder on reasonable 

commercial terms and conditions and that such efforts have not been successful within 

a reasonable period of time”.76 However, this requirement is waived under 

circumstances of “extreme urgency,” “national emergency,” or for  

“public non-commercial use.”77 In such cases, the patent holder must still be notified as 

soon as reasonably practicable, and in any case, the patent holder must be adequately 

compensated.78 Compulsory licenses are to be “predominantly for the supply of the 

domestic market,” non-exclusive, non-assignable, and limited in their scope and 

duration by the purpose out of which the license arose.79  

 Therefore, a WTO member-state (or third party authorized by the government) 

may issue a compulsory license for a pharmaceutical patent to address a problem 

stemming from pricing or availability; however, a problem arises regarding states which 

lack adequate domestic manufacturing capacity to produce the pharmaceutical.80 To 

address this and other possible hindrances caused by TRIPS to public health, the 

WTO’s Ministerial Conference adopted the Declaration on the TRIPS Agreement and 

Public Health (Doha Declaration) on November 14, 2001.81 The Ministerial Conference 

affirmed that TRIPS should be construed and executed in light of the right to foster 
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public health and access to medicine.82 Furthermore, the Doha Declaration highlighted 

that each WTO Member has the right to grant compulsory licenses, to ascertain what 

grounds these licenses shall be granted on, and to determine what comprises a national 

emergency (though the Doha Declaration expressly notes that crises stemming from 

HIV/AIDS, malaria, tuberculosis, and other epidemics can create a national 

emergency).83 Moreover, this Declaration called upon the Council for TRIPS to address 

the problem of WTO Members which lack adequate manufacturing capacity being 

unable to effectively use compulsory licensing.84 In August 2003, the Council for TRIPS 

responded with the Paragraph 6 Decision, which the WTO described as “removing the 

final patent obstacle to cheap drug imports.”85 The Paragraph 6 Decision delineates the 

procedures for a waiver to TRIPS Article 31(f): permitting states with “insufficient or no 

manufacturing capacities in the pharmaceutical sector for the product(s) in question” to 

import those products from another WTO Member State under compulsory licensing.86 

The compulsory license granted to the exporting WTO Member (based on the national 

emergency or urgent circumstances in the importing WTO Member) will permit the 

exportation of the amount sufficient to meet the needs of the importing WTO Member.87 

On December 5, 2005, the WTO General Council approved an amendment to TRIPS 
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(the first such amendment to a core agreement of the WTO)88 to institute the TRIPS 

Article 31(f) waiver outlined in the Paragraph 6 Decision as a permanent part of 

TRIPS89. The amendment goes into effect when two thirds of WTO members have 

ratified it; currently forty-five out of one hundred fifty-three members have ratified it, so 

the waiver in the Paragraph 6 Decision remains in effect.90 The Doha Declaration and 

the waiver delineated in the Paragraph 6 Decision were regarded very positively by 

public health advocates,91 and the Amendment of the TRIPS Agreement is a noteworthy 

new exception to the patent protections of TRIPS and constitutes remarkably potent 

recognition of the right to health by the WTO92.  

 Other pertinent flexibilities under TRIPS include parallel importation which arises 

under TRIPS Article 8(1): “[m]embers may, in formulating or amending their laws and 

regulations, adopt measures necessary to protect public health and nutrition . . . 

provided that such measures are consistent with the provisions of this Agreement.”93 

Parallel importation is the importation by a third party of a product marketed in another 

state by the patent holder and which competes with the product that the same patent 
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holder imports or produces locally.94 Parallel importation is effective in combating price 

discrimination between markets of states in which there is large price discrimination for 

the same product.95 The patent holder is still compensated in the state in which the 

product was first sold.96 Another flexibility, which arises under TRIPS Article 30, is the 

research and experimental use exception, permitting generics manufacturers to 

experiment with patented drugs during the patent term in an attempt to “invent around” 

the patent, with the objective of inventing new products that achieve the same purpose 

or improvements to the current product.97  

A final flexibility is that regarding the use of marketing approval test data by 

generic manufacturers; this test data exception is rooted in TRIPS Article 39(3): 

“[m]embers, when requiring, as a condition of approving the marketing of 

pharmaceutical . . . products . . . the submission of undisclosed test or other data, the 

origination of which involves a considerable effort, shall protect such data against unfair 

commercial use. In addition, Members shall protect such data against disclosure, except 

where necessary to protect the public.”98 This provision protects the test data underlying 

“pharmaceutical . . . products which utilize new chemical entities.”99 Members shall 

protect this data “[i]n the course of ensuring effective protection against unfair 
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competition as provided in Article 10bis of the Paris Convention,”100 which defines 

“unfair competition” as “any act contrary to honest practices in industrial or commercial 

matters”101.  

Article 39 provides flexibility to Members in ascertaining how to precisely protect 

test data.102 National health authorities typically compel, as a stipulation for registering 

new pharmaceutical products, “the submission of test data relating to the quality, safety 

and efficacy as well as information on the composition and physical and chemical 

characteristics of the product.”103 A significant number of health authorities do not oblige 

companies seeking registration of generic versions of the original product to repeat the 

studies that were previously executed but instead rely on bioequivalence tests to grant 

marketing approval.104 The existence and length of the originator company’s exclusive 

use of the test data varies among states.105 Obtaining this test data is monumentally 

expensive, and many generic producers will not enter the market until they are able to 

use the original data (or will not enter the market at all if they are never able to use it); 

alternatively, if they chose to gather their own test data, generic prices would likely 

increase substantially.106 Therefore, limitations on test data exclusivity should balance 

allowing originator companies to recoup their costs and fostering generic competition 
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which serves public welfare through lower prices and increased availability and access 

to essential medicines.107  

 Given this intersection of the right to health and IPR, FTAs offer an avenue for 

fostering the implementation of TRIPS in a manner “supportive of WTO Members' right 

to protect public health and, in particular, to promote access to medicines for all.”108 

However, the provisions in FTAs between the U.S. and Latin American states have 

executed that mandate to varying degrees. The following sections will look at the 

TRIPS-plus provisions and the “New Trade Policy” provisions incorporated in FTAs 

between the U.S. and Latin American states and their corresponding human rights 

impacts. 

Section 3: TRIPS-plus provisions: Chilean FTA and CAFTA-DR 

 Many FTAs entered into by the U.S. and other states (including the U.S.-Chilean 

FTA (Chilean FTA) and the Dominican Republic-Central America-U.S. FTA (CAFTA-

DR)), incorporate TRIPS-plus provisions which are provisions which either limit the 

flexibilities found in TRIPS or surpass the requirements of TRIPS.109 These provisions, 

designed by the pharmaceutical industry to constrain availability of affordable 

medicines, were inserted in FTAs by the U.S. in exchange for providing the other state 

with WTO-plus market access and include: drug registration, “(1) data exclusivity 
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provisions; (2) prohibitions of parallel importation; (3) linkage between drug registration 

and patent protection . . . and (6) patent term extensions.”110 

TRIPS-plus Provisions: Data Exclusivity 

 Turning first to data exclusivity provisions, these provisions operate 

independently from patent protections and delineate limitations to generic 

manufacturers’ access to clinical test data underlying the patents/marketing approvals 

of brand-name drugs. Some brand-name producers only apply for marketing approval of 

a particular pharmaceutical, not a patent, in certain states. There are fewer standards 

and safeguards in the marketing approval process, and for such approval, 

manufacturers need only submit their clinical test data for approval.111 When there are 

data exclusivity rules in place, marketing approval also offers an easier and faster way 

to prevent generic competition.112  

 As producing clinical test data is a considerable expense, a generic manufacturer 

can apply for permission to market a generic version of a drug after the expiration of the 

patent by only demonstrating that the generic is “chemically equivalent and 

bioequivalent [to the brand-name drug] (that the generic drug will work the same in the 

human body as the brand-name drug).”113 If the brand-name producer only applied for 

marketing approval, then, absent “data exclusivity” rules, a generic manufacturer can 

apply forthwith.  
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 Under the Chilean FTA and CAFTA-DR, brand-name pharmaceutical producers 

are mandated to submit undisclosed clinical trial data as part of the drug marketing 

approval process, but Chilean FTA Article 17.10.1114 and CAFTA-DR Article 

15.10.1(a)115 prohibit generic manufacturers from using that clinical trial data generated 

by brand-name producers to obtain marketing approval for at least five years after the 

brand-name drug is marketing-approved, which delays and may even prevent generic 

competition due to the high costs of producing test data which generic manufacturers 

typically cannot afford.116 Compelling generic manufacturers to conduct their own 

clinical test data “could effectively empower rights holders to negate a state’s ability to 

authorize marketing approval of equivalent drugs for a period of five to ten years,”117 

and many may choose not to enter the market at all118. 

 CAFTA-DR’s provisions are even more restrictive than the typical TRIPS-plus 

provisions. First, Article 15(10)(1) requires state parties to prohibit the approval of 

generics using clinical test data already submitted in any other state for five years; after 

submitting a drug for marketing approval in any state, the producer has five years to 

submit the drug for marketing approval in CAFTA-DR state parties.119 Therefore, the 
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manufacturer is able to acquire up to ten years of data exclusivity – up to five years 

based on the date of approval in any state and then five years based on the dates of 

approval in CAFTA-DR states since the clock “resets” on the date of domestic 

approval.120 Furthermore, there is no reference to “the TRIPS limitation that data 

restrictions only concern unfair commercial use”121 or the exception to protecting test 

data when “necessary to protect the public.”122 

Secondly, while TRIPS Article 39.3 applies protections to clinical test data 

underlying “new chemical entities” (which the Chilean FTA allows for each state party to 

define),123 CAFTA-DR Article 15(10)(1)(c) dictates that data exclusivity applies to test 

data for “a new product [which] is one that does not contain a chemical entity that has 

been previously approved in the territory of the [state p]arty.”124 Therefore, according to 

CAFTA-DR, a chemical entity does not necessarily have to be new, allowing for 

marketing exclusivity to be granted for test data of older drug formulations which are 

already in public use when approval is sought in a CAFTA-DR state party.125 Of crucial 

significance to the effect of this provision is the precise articulation of the definition of a 

new product for purposes of data exclusivity in the implementing national legislation for 

CAFTA-DR in each state party. In the DR, El Salvador, and Honduras, a new product is 

                                            
120

 Chung, supra note 113, at 185.  

121
 Abbott, supra note 80, at 98. 

122
 TRIPS, supra note 70, at art. 39(3). 

123
 PEDRO ROFFE, TRIPS ISSUE PAPER 4: BILATERAL AGREEMENTS AND A TRIPS-PLUS WORLD: THE CHILE-

USA FREE TRADE AGREEMENT 14 (2004), available at 

http://www.quno.org/geneva/pdf/economic/Issues/Bilateral-Agreements-and-TRIPS-plus-English.pdf.   

124
 CAFTA-DR, supra note 115, at art. 15(10)(1)(c). 

125
 Cowley, supra note 42, at 242. 



42 

defined as one that “does not contain chemical entities previously approved in the 

country,” and thus a product which encompasses both entities which have been 

previously approved and entities which have not been previously approved is not 

deemed to be new and will not receive data exclusivity for its test data.126 However, a 

new product in Costa Rica is a one “using new chemical entities” and in Guatemala and 

Nicaragua is one that “contains a chemical entity not previously approved in the 

country.”127 Hence, in those three states, a product that encompasses both entities 

which have been previously approved and have not been previously approved is 

deemed to be new and will receive data exclusivity.  

 Thirdly, while the CAFTA Side Letter, Understanding Regarding Certain Public 

Health Measures, states that CAFTA-DR's provisions do not hinder access to the 

“TRIPS/health solution,” it restricts access to only those measures meeting a necessity 

standard: measures necessary to protect public health in light of an epidemic, national 

emergency, or “extremely urgen[t] circumstances.”128 This provision is in direct violation 

with the Doha Declaration which affirmed that each WTO Member has the right to grant 

compulsory licenses and to ascertain what grounds those licenses shall be granted 

on,129 but the CAFTA Side Letter adds being a “necessary measure” as a required 

factor for the proper issuance of a compulsory license.  In prior challenges to 

“necessary measure” provisions, a state has had to meet a two-pronged test: first, it 
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must show that, to be necessary, the measure is effective and that no less trade 

restrictive measure is available to achieve the same purpose; secondly, “if proven to be 

necessary, [the state must] show that the proposed public health measure does not 

constitute a ‘disguised restriction on international trade’ or ‘arbitrary or unjustifiable 

discrimination.’”130 Additionally, the CAFTA Side Letter strips CAFTA-DR state parties of 

their abilities to issue compulsory licenses in cases of “public, non-commercial use” 

which is one of the listed grounds for issuance of a compulsory license in TRIPS Article 

31(b) and a crucial tactic for providing low-cost generic products to the public.131 In 

whole, these CAFTA-DR provisions and their implementing legislation serve to extend 

data exclusivity (and create the possibility for data exclusivity to expire in the U.S. but 

continue in CAFTA-DR state parties for up to an additional five years), bar CAFTA-DR 

state parties from issuing compulsory licenses for public, non-commercial use, and 

constrain state parties’ abilities to issue these licenses under extremely urgent 

circumstances, epidemics, or national emergencies.  

TRIPS-plus Provisions: Prohibitions on Parallel Importation, Patent Linkages, and 
Patent Term Extensions 

Looking first at prohibitions on parallel importation, parallel importation is a 

crucial TRIPS flexibility which permits governments to “shop around” for patented 

pharmaceuticals in foreign markets at lower prices.132 Under TRIPS, states are free to 
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set their own rules for parallel importation.133 The U.S. operates under a “national 

exhaustion” set of parameters in which the U.S. patent holder may thwart the 

importation of the patented product from another state, significantly curtailing the 

prospects for parallel importation.134 However, under an international exhaustion 

regime, the patent holder may not prohibit parallel importation, and the government is 

free to buy the patented pharmaceutical in other states and import it.135 The TRIPS-plus 

provisions found in FTAs between the U.S. and Singapore, Morocco, and Jordan 

establish national exhaustion regimes in all state parties;136 however, these provisions 

are not found in the Chilean FTA or CAFTA-DR137. 

 Secondly, the linkage between patent protection and drug registration found in 

the TRIPS-plus provisions of the Chilean FTA Article 17.10.2(c)138 and CAFTA-DR 

Article 15.10.2(a)139 necessitates that a holder of a patent in one state must give 

consent for registration and marketing approval of a generic based on that patented 

product in another state in which it is not patented.140 This provision greatly inhibits 

generic production and other linkage provisions further delay access to generics by 
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delineating that generic producers must wait until the patent expires to begin the 

registration and approval processes, instead of completing the processes before the 

patent expiries and being able to commence production immediately upon the patent 

expiration.141 Additionally, a state’s drug regulatory agency must act as the “patent 

police” and withhold approval of a generic until the agency conducts sufficient research 

to certify that no patent would be violated by the marketing approval of the generic 

(instead of relying upon patent holders to use the judicial system to bring causes of 

action for violations of their patents).142  

 And thirdly, analyzing patent term extensions, TRIP-plus provisions delineate that 

state parties to CAFTA-DR in Article 15.9.6(a-b)143 and the Chilean FTA in Articles 

17.9.6, 17.10.2(a)144 are required to extend the life of a patent beyond the twenty years 

dictated in TRIPS to “compensate for unreasonable delays in the issuance of the patent 

or in the marketing approval process.”145 With slower bureaucratic progress in Latin 

American states, these extensions harm the public and foster uncertainty among 

generic producers.146  
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U.S.-Jordan FTA 

 As the U.S. entered into a TRIPS-plus FTA with Jordan (Jordanian FTA) in 2001, 

there is more data available regarding the human rights impacts of the TRIPS-plus 

provisions than in Chile or the CAFTA-DR area147. Jordan was effectively the first state 

to implement the TRIPS-plus rules.148 Between 2001 and 2006, Jordanian citizens have 

been negatively affected by the higher drug prices resulting substantially from the 

Jordanian FTA.149 “Jordanian patients frequently complain that drug prices of essential 

medicines have shot up in the past few years and that the high cost of the medication at 

private pharmacies is beyond their budget.”150 A 2007 Oxfam study concluded that 

“without TRIPS-Plus rules in the country’s IP laws, Jordanian government and health 

consumers could have saved between $9.45 million and $22.04 million (USD), or 

between 20.5% and 47.9% of the accumulative cost of new medicines with no generic 

equivalent.”151  

 Multinational pharmaceutical corporations are actively using data exclusivity 

rules; of 103 non-patented pharmaceuticals introduced to Jordan since 2001, at least 

seventy-nine percent are effectively shielded from generic competition by data 

exclusivity.152 Comparing the costs of five top-selling diabetic and cardiovascular 

                                            
147

 Collins-Chase, supra note 94, at 793. 

148
 Malpani, supra note 111, at 207. 

149
 Hamed El-Said & Mohammed El-Said, TRIPS-Plus Implications for Access to Medicines in 

Developing Countries: Lessons from Jordan-United States Free Trade Agreement, 10 J. WORLD INTELL. 

PROP. 438, 460 n.6 (2007). 

150
 Id. at 461. 

151
 Id. 

152
 Malpani, supra note 111, at 209. 



47 

medications in Jordan and Egypt (which allows for unrestricted generic competition), the 

Jordanian prices were, on average, nearly 500% higher.153 The market share of 

medicines in Jordan with no generic equivalent tripled from three percent to nine 

percent between 2002 and 2006.154  

 Not only are there increases in prices but also decreases in accessibility; 

according to a Jordanian government official, “[b]efore 1999 we used to produce 

everything, now we cannot produce patented drugs anymore. We can only produce 

drugs that either come out of patent protection, or out of five year data protection.”155 

There is no evidence of increased pharmaceutical availability as a result of the 

Jordanian FTA.156 In fact, the Jordanian pharmaceutical sector shrunk (as has the share 

of Jordanian firms in the domestic pharmaceutical manufacturing industry)157 since it 

was constrained to producing drugs past the patent protection period158. The Jordanian 

FTA did not live up to the expectations of increased foreign direct investment (FDI) in 

the Jordanian pharmaceutical sector; the majority of new medicines are imported, and 

foreign corporations are simply investing in facilities in which to aggressively sell those 

medicines in Jordan.159 In contrast, Egypt, which implemented the minimum TRIPS 

obligations, received $223 million (USD) in FDI from foreign multinationals in its 
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pharmaceutical manufacturing sector between 1995 and 2006, compared to virtually 

none in Jordan (providing evidence that implementing TRIPS-Plus provisions is not 

necessarily correlated with increases in FDI and vice versa).160  The higher prices of 

medicines are burdening Jordan’s national insurance plan, causing spending on 

medicine to increase by 600% between 2002 and 2006 in hospitals, disproportionately 

harming the poor, and undermining the access to the right to health.161  

Effects of TRIPS-Plus Provisions 

 Analyzing the Chilean FTA, its TRIPS-plus provisions diminish Chile’s 

capabilities to foster availability of generic medicines during a health crisis.162 Chilean 

pharmaceutical prices were expected to rise 75% on account of the TRIPS-plus 

provisions.163 However, since evidence from the U.S.-Chile Free Trade Commission 

meeting in August 2011 shows that Chile has not truly implemented the patent linkage 

and data exclusivity provisions,164 it is difficult to ascertain their effects on prices, 

availability, and access.  

 Turning to CAFTA-DR, “[a]ccording to medical humanitarian groups such as 

Oxfam and MSF, CAFTA's intellectual property protections will give monopoly-like 
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status to high-priced, brand-name drugs in poor markets, potentially killing off generics” 

in Central America and the Dominican Republic;165 many people in Latin America are 

unable to afford branded drugs and thus will have less practicable access to 

medicines.166 Without access to lower-priced generics, governmental purchases of 

medicines will either be constrained or require initial funding.167 

  The provisions of CAFTA-DR encumber access to the flexibilities described in 

TRIPS and constrict execution of the public health commitments found in the Doha 

Declaration. Having ratified the ICESCR,168 the Latin American states of CAFTA-DR are 

likely acting contrary to the call of the Committee on Economic, Social, and Cultural 

Rights to “ensure that these instruments [international agreements] do not adversely 

impact upon the right to health”169. By the likelihood of restricting access to drugs which 

were previously available, hindering the availability of generics in public noncommercial 

clinics, and encumbering the usage of compulsory licensing in the face of an emergency 

situation or urgent circumstances, these provisions are not underpinning the 

progressive realization of the right to health called for in the ICESER through conditions 

supporting a rising standard of health such as practicable access to essential 

medicines, community healthcare facilities, and appropriate treatment170. Having ratified 

the ICSECR, these states are bound to take steps towards a full realization of this right; 
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CAFTA-DR is pushing them in the opposite direction.171 Under a human rights impact 

analysis, neither the states’ capacities to execute their responsibilities under the right to 

health nor individuals’ access to medicines and health services are fostered.172  

 Looking specifically at the Dominican Republic (DR), eighty percent of the 

increases in the prices of pharmaceuticals between 2007 and 2027 is expected to be a 

direct result of data exclusivity.173 Due to these cost increases, the Dominican 

government will likely face critical dilemmas in providing its citizens with access to the 

medications necessary to execute the right to health.174   

 Turning to Guatemala, a study analyzing the effects of data exclusivity showed 

that a number of generic drugs, including those which treat symptoms of Parkinson’s, 

cancer, hypertension, myocardial infarction, leukemia, and herpes have been denied 

marketing approval in Guatemala based on the patents for the brand-name drugs in 

other states.175 Furthermore, generic drugs for treating arthritis, hepatitis B, 

fibromyalgia, epilepsy, angina, hypertension (based on Ventavis®), cancer (Fludara®, 

Aloxi®, Emend®, and Erbitux®), pneumonia (Invanz®), diabetes (Lantus®), cardiac 

disease and stroke (Crestor®), and contraceptives (Yasmin) are not shielded by patents 

but are prohibited from approval (using brand-name producers’ clinical test data) in 
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Guatemala based on data exclusivity.176 What is more, forty-two of these generics are 

approved and sold in the U.S. based on the brand-name producer’s clinical data while 

prohibited from being approved in Guatemala!177 The prices of numerous antibiotics are 

more than 300% higher than their generic barred by data exclusivity.178 Looking 

specifically at insulin, brand-named Lantus® costs $50.31 (USD) per 100 mL, while a 

therapeutically equivalent generic insulin manufactured by Drogueria Pisa de 

Guatemala costs $5.95 per 100 mL; as the clinical data supporting Lantus® is shielded 

by data exclusivity until 2016, Guatemalans will pay 846% more for insulin than they 

would pay for the generic if Dogueria had access to Lantus’s® clinical data.179 The 

generic protease inhibitor (to treat HIV), lopinavir, was retroactively banned due to data 

exclusivity; the imported branded form, Kaletra®, costs 166% more.180 Four drug 

companies that formerly sold registered generic versions of clopidogrel bisulfate [which 

is used to treat myocardial infarctions] in Guatemala have had that registration revoked 

after Plavix® was granted data exclusivity.181 

 Examining Costa Rica, a study undertaken by the Costa Rican pharmaceutical 

industry estimates that CAFTA-DR provisions will result in “an increase in the cost of 
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medicines of up to 800%.”182 Costa Rica not only has ratified the ICESCR but also 

recognizes the right to health under its national constitution and provides access to 

essential medicines through the Caja Costarricense de Seguro Social (CCSS) (Costa 

Rican Social Security Fund).183 Furthermore, federal legislation lays out the rights to 

access health services, receive medications, and bring claims for violations of the right 

to health (such as lack of access to essential medicines) to the national health institution 

or to the federal courts through the amparo remedy (a claim that an individual’s 

constitutional rights have been violated by the state).184 The latter offers quicker relief, 

but the former has more specialized knowledge and funding for investigation to effect 

large-scale changes.185 In 1997, the Sala Cuarta (the Costa Rican Supreme Court’s 

Constitutional Chamber) held that CCSS must provide antiretroviral medications based 

on international human rights law; Costa Rica was also the first Central American state 

to guarantee access to healthcare to those with HIV/AIDS.186  

 Many argue that CAFTA-DR’s provisions will decrease CCSS’s abilities to 

promote public health and provide medications (including antiretroviral medications), 

such as U.S. Representative Henry Waxman who stated that “[w]ithout access to 

generic medicines due to the strict provisions of CAFTA[-DR], Costa Rica's universal 
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healthcare system is in jeopardy.”187 CCSS saves 97% of the cost of brand-name drugs 

by purchasing generics; the monthly cost of generic antiretroviral medications in Costa 

Rica is less than $200 (USD), as opposed to $625 for brand-name drugs.188 Moreover, 

when the antiretroviral nelfinavar was first offered by CCSS after the Sala Cuarta’s 

aforementioned decision in 1997, data exclusivity provisions would have been in effect 

until 2002.189 The additional costs of the brand-name drug (Viracept®) for those five 

years would have been $3.66 million.190 This is a very substantial amount, especially 

compared to CCSS’s total annual budget for medications of $70 million.191 In fact, under 

CAFTA-DR, the percentage of CCSS’s budget devoted to medications is expected to 

increase from 8% to 45%.192 As of 2000, CCSS provided healthcare coverage to 90% of 

the population; with increased costs of medications (estimated at 800%), either the 

government will direct more funds to healthcare or the quality of coverage or quantity of 

persons covered will diminish.193  Regardless, neither access to healthcare by Costa 

Ricans nor the government’s ability to provide access to the right to health will be 

supported.  
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 Based on this evidence, the provisions of CAFTA-DR are not supporting Central 

American state parties’ duties under the ICESCR to respect, protect, and fulfill the right 

to health through progressive realization. These provisions cultivate neither an 

individual’s capabilities to access his or her right to health nor state parties’ capabilities 

to advance that access. Proposals for amending CAFTA-DR in order to shift its impact 

on this human right in a positive direction are found in the provisions of a “New Trade 

Policy for America.”  

Section 4: “A New Trade Policy for America:” U.S. FTAs with Colombia, Panama, 
and Peru 

 Several Democratic congressional leaders, including Representative Charles 

Rangel, expressed concerns that the provisions in U.S. trade agreements and trade 

policies were not fairly spreading the benefits of globalization to developing states.194 

Through the House Ways and Means Committee, they structured the “New Trade Policy 

for America” which was agreed to by President Bush and Congress on May 10, 2007.195 

This policy delineates provisions which ought to be incorporated into future trade 

agreements, and the topics addressed by these provisions include access to 

medicine.196 This policy posits that the “TRIPS-plus” provisions were tilted too heavily 

towards “rewarding innovation” over “access in developing states.”197 The “New Trade 

Policy” differs from TRIPS-plus provisions in CAFTA-DR regarding data exclusivity, 
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linkage, patent extensions, and the public health “side letter.”198 Regarding data 

exclusivity, the five year period would commence from the date which the drug was 

approved in the U.S., as long as the other state approves the drug within six months of 

the application date (thus encouraging an efficient approval process).199 Thus, brand-

name manufacturers could no longer benefit from waiting years to apply for approval in 

a developing state and then having the five year data exclusivity period commence from 

that later application date.200 However, once the generic version of a drug is available in 

the U.S., it must also become available in any state party that is classified as a 

developing state.201  

 Regarding TRIPS-plus provisions for patent extensions for “unreasonable delays” 

in marketing or patent approvals, the “New Trade Policy” simply calls for trade 

agreements to delineate that signatory states shall “make best efforts to process patent 

applications and marketing approval applications expeditiously with a view to avoiding 

unreasonable delays.”202 Looking at linkage, TRIPS-plus provisions call for a drug 

regulatory agency to confirm that no patent would be violated before approving a 

generic; yet under the “New Trade Policy” provisions, state parties must only provide 

“procedures, such as judicial or administrative proceedings, and remedies, such as 

preliminary injunctions . . . for the expeditious adjudication of disputes concerning the 

                                            
198

 Id. 

199
 Id. at 404. 

200
 Id. 

201
 Waxman, supra note 142.   

202
 Rangel, supra note 6, at 402. 



56 

validity or infringement” of a pharmaceutical patent.”203 Therefore, access to generics is 

timelier, and patent holders have a manner of recourse for allegations of violation.204 

However, the onus is on the patent holder to bring a claim alleging violation of patent 

instead of forcing the drug regulatory agencies to serve as the “patent police.” Lastly, 

the “New Trade Policy” calls for the text of FTAs (not side letters) to incorporate an 

understanding that the FTA should be interpreted and implemented in a way supportive 

of each state’s “right to protect public health” and that the FTA does not prevent any 

state from executing measures to protect public health through fostering access to 

medicine under circumstances including (but not limited to) epidemics, national 

emergencies, or urgent circumstances.205 

 Before ratification, the final texts of the U.S. FTAs with Peru, Panama, and 

Colombia were amended in accordance with the provisions of the “New Trade Policy” 

regarding pharmaceuticals.206 Looking first at Peru, in its national legislation allowing for 

the national judiciary to implement the provisions of the U.S.-Peru FTA, there are no 

requirements for patent extension, and there are provisions for U.S. parties to challenge 

patent violations by generics (and compelling the Peruvian government to determine 

within 180 days if there has been a patent violation).207 The data exclusivity rules 

conform to those aforementioned in the “New Trade Policy,” and data exclusivity only 
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applies to new chemical entities which do not include different uses of a previously 

registered drug, mere combinations of previously developed chemical entities, or 

changes in formulation, administration, or dosage.208 Generic manufacturers are 

permitted to use clinical data which would be barred under data exclusivity to obtain 

marketing approval in order to enter the market precisely when the data exclusivity 

period ends.209 Data exclusivity also does not apply to issuances of compulsory licenses 

or national measures to protect public health or address situations of national 

emergency or extremely urgent circumstances.210 Compulsory licenses may only be 

issued for a “reason of public interest, emergency, national security and only during the 

time the problem exist[s],” and the patent holder must be notified within a reasonable 

period of time.211  

 Under the U.S. FTAs with Colombia and Panama, data exclusivity rules also 

conform to the “New Trade Policy” (the five year period commences when the drug was 

approved in the U.S. as long as the other state party approves the drug within six 

months of the application in that state).212 Notably, data exclusivity does not apply to 

cases of public non-commercial use (as well as national emergencies) or to 
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pharmaceutical products which do not encompass new chemical entities.213 Compulsory 

licensing is permitted for both emergencies and “other circumstances of public use 

deemed necessary” by Panama.214  

 Therefore, the provisions found in these FTAs provide an avenue for more 

positive human rights impacts than those of TRIPS-plus. Through more timely access to 

generic drugs, Central Americans will have increased access to affordable drugs, and 

Central American governments will be able to provide more medications to their 

populations and higher quality healthcare, within their monetary constraints.  

Section 5: Future Changes 

 Since the provisions of the “New Trade Policy” are conducive to a more positive 

human rights impact, Central American states, NGOs, and individual Americans who 

wish to foster access to human rights ought to push for an amendment to CAFTA-DR in 

order to bring its provisions in line with the “New Trade Policy” and also include the 

U.S.-Panama FTA’s elements of allowing each state party to determine what 

circumstances allow for compulsory licensing and that data exclusivity does not apply to 

public non-commercial use. As the amendment process may be lengthy, Central 

American states could promote a more timely short-term solution through an additional 

or amended side letter by the  U.S. which would expressly allow the signatory states to 

determine themselves which measures were necessary for public health and what 

constitutes a “national emergency,” allow for data exclusivity rules to be waived during 

such “national emergencies,”  restrict the data exclusivity period to the five years after 
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the pharmaceutical is first approved in any state, allow for generic producers to pay a 

small sum for access to pharmaceutical test data in order to attain marketing approval 

and be in position to begin production as soon as the patent expires, and allow the 

government to issue compulsory licenses without the consent of the patent holder.215 

Costa Rica, Guatemala, and Nicaragua should take immediate action to amend their 

laws defining “new products” for purposes of data exclusivity of test data to ensure that 

test data for products which encompass both chemical entities which have been and 

have not been previously approved is not subject to data exclusivity.216  

 The Chilean FTA should also be amended in order to comply with the “New 

Trade Policy” provisions. While the current TRIPS-plus provisions may not, at the 

present time, be completely executed, the U.S. is pressuring Chile to execute legislation 

to implement stricter patent linkage and data exclusivity.217 Chilean President Sebastián 

Piñera has hinted that he may support such legislation.218 However, it could have a 

significantly negative human rights impact in Chile.  

 Moreover, there is a considerable danger facing the positive human rights 

impacts of the Chilean and Peruvian FTAs: the Trans-Pacific Partnership (TPP) trade 

agreement, to which Chile and Peru are parties to the ongoing negotiations of.219 A 

leaked draft from the closed negotiations in Chicago in September 2011 showed that 
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the U.S.’s position is contrary to the “New Trade Policy;” one U.S. Trade Representative 

official noted that times had changed since 2007 and that the “New Trade Policy” was 

not directly applicable.220 The U.S.’s position includes support for a twelve year data 

exclusivity period (though more recent sources have said that the U.S. position has 

shifted to seven years) requisite patent linkage (the holder of a patent in one state must 

give consent for registration and marketing approval of a generic based on that 

patented product in another state in which it is not patented), and twenty year-minimum 

period for patents with extensions granted due to marketing and patent approval 

delays.221 There is no provision such as in “New Trade Policy” FTAs that the data 

exclusivity period commences from the date which the drug was approved in the U.S., 

as long as the other state approves the drug within six months of the application date 

(thus encouraging an efficient approval process).222 Thus, brand-name manufacturers 

may be able to once again benefit from waiting years to apply for approval in a 

developing state and then having the data exclusivity period in the developing state 

commence from that later application date.223  

 Moreover, the provision delineating that once a generic version of a drug is 

available in the U.S., it must also become available in any state party that is classified 
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as a developing state, has also been omitted.224 Additionally, drug regulatory agencies 

will be forced to operate as the “patent police,” withholding approval of a generic until 

the agency is able to certify that no patent would be violated by the marketing approval 

of the generic.225 Similarly to CAFTA-DR, data exclusivity (for a three year period) may 

be granted for adjusted dosages, new formulations (like extended release), or new uses 

of previously-approved drug.226 Fifteen members of Congress have written to USTR 

Ron Kirk, urging him to advocate for a TPP that conforms with the “New Trade Policy” 

provisions.227 Kirk’s latest remarks addressing TPP and access to medicine did not 

reference a “New Trade Policy,” merely noting that the U.S. has “never wavered in our 

support for the Doha Declaration . . .  including affirming that the TRIPS Agreement can 

and should be interpreted and implemented in a manner supportive of WTO members' 

right to protect public health.”228 

 If the TPP is enacted in this form, it would demolish the positive impact of the 

“New Trade Policy” provisions in the Peruvian FTA, and if implemented in Chile, extend 

data exclusivity periods further than they currently would be. It is crucial that Peru and 
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Chile advocate for changes or not sign the TPP, if it encompasses these provisions, in 

order to avoid negative human rights impacts and violations of the ICESCR.  

 In conclusion, FTAs offer an avenue for bolstering states’ capabilities to 

implement the right to health and to encourage individuals’ practicable access to the 

right to health within the TRIPS framework. As described, differing FTA provisions have 

varying impacts on the right to health. Therefore, CAFTA-DR, the Chilean FTA, and 

TPP should be amended or edited to be in accordance with the “New Trade Policy” 

provisions, given those provisions’ capacities to foster more positive impacts on the 

right to health than TRIPS-plus provisions. Increasing access to medicine will save 

millions of lives, increase the quality of life of millions more, and allow more to share 

and enjoy the benefits of scientific development.  
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CHAPTER 3 
IMPLEMENTATION OF COMPULSORY LICENSES 

 Beyond promoting “New Trade Policy” provisions over those of TRIPS-Plus in 

order to diminish limitations on states’ abilities to utilize their flexibilities under TRIPS, 

another concern arises and is the focus of this Chapter: how to encourage Latin 

American states (particularly the relatively less populous ones of Central America) to 

utilize these flexibilities under TRIPS, such as the ability to issue compulsory licenses. 

The practicable capabilities of low- and middle-income Latin American states to issue 

compulsory licenses may be a key tactic in achieving affordable access to many types 

of medicines since nearly all pharmaceutical companies price their products at the same 

price worldwide. 1  By not employing a price discrimination strategy based on per capita 

GDP for a particular pharmaceutical product, a deadweight loss often occurs since 

many consumers who would buy that product cannot afford to do so.2 This deadweight 

loss could be decreased through selling that product to large numbers of persons in 

low- or middle-income states at lower prices (but still above the marginal cost of 

production).3 Pharmaceutical companies could still recoup their R&D expenses and 

other fixed costs through selling the product at a higher price in high-income states, and 

binding limitations on parallel imports of that product from lower-income states with 

lower prices to high-income states with higher prices would protect these companies’ 
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abilities to earn a profit in higher-income states.4 However, a price discrimination 

strategy has not been implemented as pharmaceutical companies argue that persons in 

high-income states would not be willing to pay $50 for a pharmaceutical product that 

was priced slightly above a marginal cost of $0.05 in a low-income state even though it 

is common knowledge that a pharmaceutical company, to be profitable, must recoup its 

significant fixed costs and R&D expenditures.5  

Although “one-price” strategies have left numerous kinds of pharmaceutical 

products unavailable to scores of persons around the world, the number of states that 

have executed compulsory licenses has been relatively small, and Brazil and Ecuador 

are the only Latin American states to have done so for pharmaceutical products6. 

Therefore, an analysis of the instances in which other states have implemented 

compulsory licenses and the legal, political, and economic constraints on issuing these 

licenses is essential to ascertaining the requisite steps that Latin American states must 

take in order to put them in the position of being able to feasibly issue compulsory 

licenses and viable strategies for executing those licenses.  Section 1 examines these 

previously-issued compulsory licenses, and Section 2 analyzes the perceived and 

actual constraints on issuing compulsory licenses. Section 3 discusses collaborative 

action, arguing that  pooled compulsory licenses offer the most promising strategy for 

smaller Latin American states to execute compulsory licenses and describing the steps 

that these states, when circumstances legitimately warrant, could take to issue 
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compulsory licenses collaboratively for a certain pharmaceutical product and use the 

waiver in the Paragraph 6 Decision to import that product from another WTO member-

state which has the capability to manufacture it. Section 4 delineates the steps that 

Latin American states and possible exporter states could take in order to cultivate the 

necessary preconditions for such pooled licenses to be issued. 

Section 1: Compulsory Licenses in Action 

 Since 1995, there have been fifteen episodes of compulsory licenses issued by 

twelve states: Brazil, Ecuador, Egypt, Ghana, Indonesia, India, Malaysia, Mozambique, 

Rwanda, Thailand, Zambia, and Zimbabwe.7 Including episodes where a governmental 

intent to issue to a compulsory license was publicized but resulted in the state accepting 

a price discount or voluntary license from the pharmaceutical company, there have 

been at least twenty-six instances in seventeen states: the aforementioned twelve plus 

Argentina, Canada, South Africa, Taiwan, and the U.S.8 The majority of these episodes 

(sixteen), regarded compulsory licenses for pharmaceutical products treating HIV/AIDS, 

four to treat communicable diseases (anthrax in Canada and the U.S., Hepatitis B in 

Indonesia, and pandemic flu in Argentina and Taiwan), and five for non-communicable 

diseases (cancers in India and Thailand, coronary disease in Thailand, and erectile 

dysfunction in Egypt).9 The majority of these episodes (fourteen in total) occurred in 

upper-middle-income states, which are defined as states with Gross National Income 
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(GNI) per Capita between $3,976 and $12,275 (USD): Argentina, Brazil, Ecuador, 

Malaysia, South Africa, and Thailand.10 Three occurred in the high-income states of 

Canada, Taiwan, and the U.S. (GNI per capita of $12,276 or above), five in the lower-

middle-income states of Egypt, Ghana, India, Indonesia, and Zambia (GNI per capita 

between $1,106 and $3,975), and three in the low-income states of Mozambique, 

Rwanda, and Zimbabwe (GNI per capita of $1,005 or below).11 Six of these episodes 

occurred in 2001-2002, eleven in 2003-2005, and seven in 2006-2012.12  

The authors of Trends in Compulsory Licensing of Pharmaceuticals Since the 

Doha Declaration posit that these results are the consequence of upper-middle income 

states’ more developed production and distribution capacities to carry out compulsory 

licenses (unlike many lower-middle-income and low-income states) and the fact that 

donations of pharmaceutical products from NGOs are available to many low-income 

states.13 Additionally, upper-middle-income states are more likely to withstand the later-

discussed economic and political pressures from other states and truly implement 

compulsory licenses; furthermore, many of these states were also facing the substantial 

financial burdens of treatment for HIV/AIDS and treatment for the non-communicable 

diseases that HIV/AIDS patients are more susceptible to.14  
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The pertinent Latin American states are of upper-middle-income (Brazil, Chile, 

Costa Rica, Colombia, Dominican Republic, Ecuador, Panama, and Peru) or lower-

middle-income (El Salvador, Guatemala, Honduras, and Nicaragua) with HIV adult 

prevalence rates between 0.3% and 0.9% in 2011.15 While these HIV prevalence rates 

are lower than those in the states that previously implemented compulsory licenses for 

HIV-treating pharmaceutical products, the income classifications of these Latin 

American states may support the capabilities of Latin American states to implement 

compulsory licenses. Additionally, as previously discussed, many Latin American states 

have constitutional responsibilities to provide essential medicines (including HIV-treating 

antiretrovirals) to their populations; if pharmaceutical prices impeded them from fulfilling 

their constitutional duties, “public, noncommercial” compulsory licenses would provide 

them with an avenue for accomplishing those duties.  

Thailand 

 Analyzing a few specific examples of implemented compulsory licenses, Thailand 

implemented universal health coverage in 2001 and augmented that policy with 

establishing universal access to antiretrovirals for HIV/AIDS patients.16  In April 2006, 

the Thai National Health Security Board established criteria for issuing compulsory 

licenses for government use: the license must be for a drug “priced too high for the 

government to afford its citizens with universal access to essential medicines (listed in 

the National Essential Drug List) or be necessary in [an] emergency or a situation of 
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extreme urgency, or solve important public health problems, or help prevent and control 

of outbreaks, epidemics, or pandemics, or [be] necessary to save lives.”17 In November 

2006 and January 2007, the Thai Ministry of Public Health issued compulsory licenses 

for two antiretrovirals (efavirenz and ritonavir) and an anti-clotting drug for coronary 

disease (clopidogrel).18  The Ministry of Public Health stressed that it had engaged in 

fruitless discussions with the patent holders for two years before issuing the compulsory 

licenses; Merck (the holder of the patent for Sustiva® (brand name efavirenz) denied 

that such discussions had occurred.19 Thailand reasoned that the compulsory licenses 

were legally proper as the patent holders had violated the public interest by charging an 

excessive price for their products, and the drugs would be used for “public, 

noncommercial use.”20 For instance, the annual price of efavirenz had been $500 (USD) 

which equaled one eighth of the average Thai per capita annual income; at that price, 

the Thai government could only afford to provide it to one fifth of HIV patients in 

Thailand annually.21 After implementing the compulsory license, the cost of providing 

efavirenz fell by 50%,22 and Thailand remunerated to Merck payments equivalent to 
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0.5% of “sales” of efavirenz at the price of the generic version of efavirenz produced 

and sold in India at that time23.  

 In response, some pharmaceutical companies threatened to stop doing business 

in Thailand, and Abbott (the patent holder of Kaletra® (brand name ritonavir)) 

announced in February 2007 that it would not introduce any new pharmaceutical 

products in Thailand.24 Abbott followed through with that decision and was condemned 

by the UN, the Clinton Foundation, and Médecins Sans Frontières which described the 

decision as “appalling.”25 Furthermore, Abbott investors such as Christian Brothers 

Investment Services and members of the Interfaith Center on Corporate Responsibility 

(which together owned $35 million in Abbott shares at that time) warned that the 

decision would jeopardize Thais’ health and Abbott’s “brand, its relationships with 

patients, and ultimately, shareholder value.”26 Additionally, the U.S. and the EU argued 

that no compulsory license for a chronic condition like coronary disease was proper.27 

The U.S. further responded by placing Thailand on its Priority Watch List under Special 

301 of the Omnibus Trade and Competitiveness Act of 1988 and threatened to revoke 

Thailand’s trade privileges under the Generalized System of Preferences.28 This 

economic leverage had previously been successfully applied by the U.S. in 1992 to 
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encourage Thailand to amend its patent law to protect pharmaceuticals.29 However, 

Thailand renewed these three compulsory licenses in 2010 and issued two additional 

compulsory licenses for cancer drugs in 2007 and 2008.30  

Ecuador 

Examining the case in Ecuador in April 2010, Ecuador issued its first compulsory 

license for the antiretroviral ritonavir to Eskegroup SA, the domestic distributor of Cipla 

(an Indian generic pharmaceutical manufacturer).31 The Ecuadorean Intellectual 

Property Office had communicated with Abbott (the brand name Kaletra® patent holder) 

regarding its considered and then implemented plans to issue a compulsory license.32 

The compulsory license dictated that Eskegroup pay royalties to Abbott, calculated 

according to the “Tiered Royalty Method” (TRM) described in Remuneration guidelines 

for non-voluntary use of a patent on medical technologies, published by the United 

Nations Development Programme and WHO’s Department for Technical Cooperation 

for Essential Drugs and Traditional Medicine in 2005.33 According to the TRM, the 

“royalty rate is not based upon the price of the generic product . . . [but] is based upon 

the price of the patented product in the high-income country. The base royalty is 4 

percent of the high-income country price, which is then adjusted to account for relative 

income per capita or, for countries facing a particular high burden of disease, relative 
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income per person with the disease . . . [TRM] provides a more rational framework for 

sharing the costs of research and development and may be more sustainable for some 

middle- or high-income countries that are sensitive to global norms concerning the 

sharing of R&D costs.”34 As calculated according to TRM, Eskegroup remitted $0.041 

(USD) in royalties to Abbott for each 100 mg capsule of ritonavir sold.35 

 The price of ritonavir fell by 27% after the license was implemented and has 

continued to decrease,36 allowing Ecuador’s public health ministry to provide the drug to 

more HIV patients (less than half of HIV-positive Ecuadorians received antiretrovirals 

before the license was issued)37. Health ministers of other states in the South American 

Union of Nations (UNASUR) heartily applauded Ecuador’s decision, and Ecuador is 

optimistic that its decision will encourage others.38 Ecuador is also considering issuing a 

second compulsory license to another distributor for ritonavir, which is expected to 

cause the annual cost per person to fall further to $470 (USD) (as opposed to a $1000 

annual cost before the first license was issued).39  
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Brazil 

Turning to Brazil, in 1996, Brazil enacted a federal law to provide HIV-positive 

persons with official “free and universal access to antiretroviral treatments.”40 On 

several occasions, Brazil employed the threat of compulsory licenses to attain 

significant price concessions from patent holders of HIV/AIDS-treating pharmaceutical 

products, resulting in some of the lowest prices of these products in the world and, by 

2001, Brazil being able to provide treatment to 100,000 HIV patients.41 As an example 

of these successful threats, in 2001, the Brazilian Minister of Health, José Serra, noted 

Brazil’s intent to issue a compulsory license for Roche’s patented HIV-treating 

antiretroviral nelfinavir (brand name Viracept®) on the grounds that Roche’s “abusive 

pricing” had created a “national emergency.”42 As Roche earned a significant 

percentage of its revenue in Brazil (one of the ten largest pharmaceutical markets in the 

world) and was aware that Brazil had the manufacturing capacity to produce the drug, 

Roche offered a forty percent discount on the price of Viracept®; Brazil accepted and 

saved $35 million (USD) per year (a significant cost-saving as Brazil’s annual budget for 

antiretrovirals at that time was $305 million).43 Successful price negotiations were also 

conducted with Merck, Abbott, and Gilead for price discounts of HIV-treating products.44  
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However, in 2007, Brazil did execute a compulsory license for efavirenz45 on the 

grounds of “public interest” which is one of the delineated conditions (along with 

“national emergency”) for a compulsory license to be issued in Brazil according to 

Article 71 of Brazilian law 9,279/96.46 Brazil was only willing to pay the same price for 

the brand name drug (Sustiva®) as Merck had offered to low-income states ($0.45 per 

pill), but Merck merely offered Brazil a 30% discount ($1.59 to $1.10).47 The compulsory 

license dictates that 1.5% of royalties are to be remunerated to Merck, and by issuing 

this five-year compulsory license, Brazil has saved at least $40 million annually in 

providing efavirenz to its population 48  

Brazil sets a strong (but not necessarily attainable by all) example for other 

states regarding compulsory licenses; Brazil domestically produces eight unpatented 

antiretrovirals for HIV (as well as many unpatented drugs for other diseases/conditions) 

and attempts to negotiate with patent holders for price discounts which are sufficiently 

substantial to make it feasible for the Brazilian government to incur the entire cost of the 
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pharmaceutical and offer it to its population for “public, noncommercial use.”49 Brazil 

only executes compulsory licenses if these negotiations fail and  has also successfully 

framed the issue in the media as “big American corporations” impeding access to the 

human rights to access to essential medicine and treatment for HIV.50   

Gleaning lessons from these examples for other Latin American states, goodwill 

is fostered by entering into “good faith” negotiations with patent holders for discounts of 

the patented product that would allow for affordable access but would result in prices 

that are above the marginal cost. While prior failed negotiations with the patent holder 

for voluntary licenses are not requisite under TRIPS Article 31(b)  for compulsory 

licenses issued under circumstances of “extreme urgency,” “national emergency,” and 

“public non-commercial use,” the Brazilian and Thai examples show the prudence of 

making an effort to negotiate in situations which are not “time sensitive” emergencies. It 

is also valuable to frame the issue as one involving access to human rights and bolster 

that argument through limiting compulsory licenses to true public health concerns (as 

opposed to Egypt’s compulsory license for Viagra to be discussed later). Also significant 

is how Brazil’s domestic manufacturing industry and large market size strengthen its 

bargaining position with patent holders and its ability to execute a compulsory license, 

and strategies for bolstering those factors in other Latin American states will be 

discussed further.  
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Compulsory Licenses for Importation 

There is only one instance of a state implementing the waiver to TRIPS Article 

31(f) (delineated in the Paragraph 6 Decision) as well as the 2005 Amendment to 

TRIPS51 which makes the waiver a permanent part of TRIPS). 52  As previously 

discussed in Chapter 2, this waiver permits a WTO Member State with “insufficient or no 

manufacturing capacities in the pharmaceutical sector for the product(s) in question” to 

import those products from another WTO Member State under compulsory licensing, 

and this instance involved Rwanda as the importing state and Canada as the exporter.53 

In May 2004, Canada enacted the Access to Medicines Act, allowing Canada to apply 

for compulsory licenses to export certain pharmaceutical products to least-developed or 

developing states that applied for a compulsory license for a product which they lacked 

sufficient manufacturing capabilities to produce domestically.54 It is the responsibility of 

the importing state to issue a compulsory license, notify the Government of Canada that 

it requires a particular pharmaceutical product which it is unable to produce, and then 

find a suitable Canadian pharmaceutical company to produce and export the product.55  

In July 2007, Rwanda notified the WTO Secretariat of its intention to issue a 

compulsory license for generic Apo-TriAvir (a fixed-dose combination of three 

HIV/AIDS-treating products) and import 15.6 million tablets from Apotex, a Canadian 
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generic manufacturer.56 Two months later (after the obligatory (under Canadian law) 

negotiations with the patent holders for a voluntary license proved fruitless), the 

Canadian Commissioner of Patents granted a compulsory license to Apotex, permitting 

it to manufacture the requested number of Apo-TriAvir tablets, exclusively for export to 

Rwanda over a period of two years.57 Rwanda received shipments of Apo-TriAvir in 

September 2008 (6,785,640 tablets) and in September 2009 (7,628,700 tablets).58 

Rwanda paid $0.39 per tablet (totaling around $5.3 million); the combined marginal 

costs for each tablet were $3 million, but Apotex incurred a loss once fixed costs, legal 

fees, expenses for receiving regulatory approval, costs of negotiating for a voluntary 

license, and the 2% of royalties remitted to the patent holders of the drugs 

encompassed in Apo-TriAvir were taken into account.59  

Going forward, Apotex stressed that the Canadian Access to Medicines Act must 

be modified to work effectively in the future.60 The process was too cumbersome, and 

the manufacturer has few incentives to use this Act as it is not profitable to produce a 

product for merely one importing state since the maximum term of two years for the 

compulsory license does not allow the manufacturer to recoup its investment fixed 
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costs.61 Apotex advocated for this Act  to be amended to expand the list of medicines 

for which a compulsory license can be issued for export, streamline the onerously 

complicated and time-consuming application process, remove the two-year limit on a 

compulsory license’s duration, establish tax breaks on the requisite fixed costs, abolish 

the need for regulatory approval (which is not required for pharmaceutical products 

exported under non-compulsory licenses from Canada), and terminate the requisite 

negotiations for a voluntary license which are not required under TRIPS Article 31(b) for 

compulsory licenses issued under circumstances of “extreme urgency,” “national 

emergency,” and “public non-commercial use.”62 TRIPS intentionally omitted the 

precondition of failed negotiations for a voluntary license from applying to compulsory 

licenses for government uses like public programs to provide antiretrovirals to low-

income populations in order to simplify, standardize, and “fast-track” the approval 

process.63  

Section 2: Constraints on Compulsory Licenses 

Legal and Political Constraints 

 There are numerous factors inhibiting compulsory licensing from being utilized to 

its fullest potential. One of the most significant, according to WHO, is “the widespread 

misunderstanding that TRIPS allows for compulsory licensing only when there is an 
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emergency.”64 The legislation in many states delineating the conditions for that state to 

issue a compulsory license often do not encompass all of the possibilities allowed for by 

TRIPS Article 31(b): “extreme[ly] urgen[t]” circumstances, “national emergency,” for 

“public non-commercial use,” or where authorization from the patent “holder on 

reasonable commercial terms and conditions . . . within a reasonable period of time” is 

not obtained.65  However, in Latin America, the pertinent states of Brazil, Colombia, 

Costa Rica, Dominican Republic, Ecuador, Guatemala, Honduras, Mexico, Nicaragua, 

Panama, and Peru all allow for compulsory licenses to be issued for public 

interest/health (though there are implicit limitations from the data exclusivity rules in 

FTAs delineated in Chapter 2); Chile and El Salvador are the only pertinent states which 

do not.66 However, fewer states allow for a compulsory license to be issued after 

negotiations fail with the patent holder for authorization “on reasonable commercial 

terms:” only Colombia, Dominican Republic, Ecuador, Honduras, and Peru.67   

Among these states which are able to issue compulsory licenses for 

circumstances beyond “national emergencies,” what is restraining them? One factor 
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may be fear of political and economic pressure from other states for “illegally” issuing 

compulsory licenses though they certainly may legally do so under international and 

national law.68 As previously noted, the U.S. threatened Thailand with economic 

sanctions after Thailand implemented compulsory licenses, and to counteract pressure 

from other states, Brazil made concerted efforts to frame the public discourse regarding 

its compulsory licenses in light of the human right to essential medicines including 

antiretrovirals.69  

Economic Constraints 

FDI 

Another significant fear is that of diminished foreign direct investment (FDI) in 

states that issue compulsory licenses as patent owners will shift to “more business-

friendly legal environments.”70 For instance, if a state issued a compulsory license, 

patent-holding pharmaceutical companies could cancel or diminish planned investments 

in that state,  refuse to introduce new pharmaceutical products in that state (like Abbott 

in Thailand), or even withdraw from that state.71 However, one should keep in mind that, 

absent stringent data exclusivity rules, if a company introduces a new product but does 

not introduce it or patent it in a particular state, that product would fall into the public 

domain of that state, and the state could reverse-engineer that product and then tender 
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bids from generic pharmaceutical manufacturers to produce it.72 If the state lacked 

sufficient manufacturing capacity, it could issue a compulsory license and then appeal 

to another WTO member to also issue a license and export the product.73 

Looking at the effect of IP protection on FDI, the relationship is ambiguous as 

some states, like China, attract massive amounts of FDI, despite poor IP protection 

since the economic opportunities are so enticing.74 However, other states with less 

attractive economic opportunities attract less FDI even if they have strong and well-

executed IP laws.75 Brazil offers a positive example of a state that has issued 

compulsory licenses but has attracted $2 billion (USD) in pharmaceutical FDI since it 

adopted its patent/compulsory license statutes in 1995.76 The authors of The Impact of 

Compulsory Licensing on FDI reason that this is a function of Brazil’s large market size, 

clear and enforced methods for determining royalties, and issuance of compulsory 

licenses according to the conditions delineated in TRIPS and only to address true and 
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significant public health needs.77 Brazil was contrasted with Egypt which damaged its 

credibility by delineating in its statutes that a compulsory license may be issued for a 

pharmaceutical product purely if the price is too high to satisfy national demand, failing 

to establish a set method for calculating royalties (merely calling for “fair” compensation 

in light of social, economic, and political factors, instead of the “adequate” compensation 

put forth in TRIPS), a decidedly opaque process for approving compulsory licenses, and 

issuing a compulsory license for erectile dysfunction in 2002.78 In 2003, the 

Pharmaceutical Research and Manufacturers Association of America (PhRMA) 

informed Egypt that its IP laws, including its compulsory licensing statutes and 

execution of them, deterred PhRMA from investing $300 million in Egypt’s 

pharmaceutical sector.79 

Similarly, South Africa in 1997 passed legislation that gave the Minister of Health 

unlimited discretion to issue compulsory licenses.80 Forty multinational pharmaceutical 

companies responded by suing the government of South Africa to block the legislation 

on the grounds that it violated TRIPS, and the U.S. government threatened sanctions.81 

Amidst public pressure by AIDS activists, the suits were eventually dropped two years 

later but had successfully delayed the implementation of the law and cost South Africa 
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in both credibility and monetary resources expended to defend against the suits.82 While 

the U.S. also has a very broad statute for allowing the implementation of compulsory 

licenses, it has a uniquely strong history of enforcing IP rights so that patent holders are 

not fearful.83 However, in most other states, implementing statutes that permit a 

compulsory license to be issued without sufficient justification on public health grounds 

or that does not delineate a method for calculating royalties to the patent holder foster 

mistrust between governments and patent owners.84  

Shadow pricing 

Another possible constraint is the fear of “shadow pricing” in which the company 

which is allowed to produce the pharmaceutical product under the compulsory license 

barely undercuts the price of the brand name drug.85 This issue can be fairly easily 

remedied through allowing for reverse bids for manufacturers to produce the product 

under a compulsory license, encompassing a price range for the product in the 

compulsory license, or allowing multiple manufacturers to produce the drug under the 

compulsory license.86 Regarding possible negative effects on incentives to innovate by 
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issuing compulsory licenses, pharmaceutical companies innovate to achieve ex ante87 

exclusive rights to produce and sell the resultant patented product in developed 

states.88 Presently, they typically expect to attain most (if not all) of their profits from 

sales in high-income states; therefore, the “risk” of a compulsory license being issued 

by a low- or middle-income state and the company then receiving “adequate 

compensation” through royalties instead of the price of the product in  high-income 

states are not taken into account.89  

“Re-exportation” 

A similar concern is that of “re-exportation” of pharmaceutical products produced 

in one state and exported to another under a compulsory license. To allay this fear, the 

2005 Amendment to TRIPS Paragraph 2(b)(ii) of the Annex to the Amendment to 

TRIPS Article 31bis calls for exporting states to “clearly identify” products produced for 

export with “specific labeling[sic] or marking . . . [or] special packaging and/or special 

colouring/shaping.”90 To comply with this provision, the Canadian Access to Medicine 

Act calls for any products exported under a compulsory license to be denoted by 

particular labeling, coloring, or markings.91 Importing states are also compelled to “to 

take reasonable measures within their means, proportionate to their administrative 
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capacities . . . to prevent re-exportation,”92 and all WTO member states are compelled 

to “ensure the availability of effective legal means to prevent” “re-importation” of 

pharmaceutical products that were exported to another state under a compulsory 

license.93  

Domestic manufacturing capabilities 

Many Latin American states have limited domestic manufacturing capabilities for 

pharmaceuticals, and domestic production, even if developed, may not be economically 

viable.94 Only Brazil and Mexico meet the prerequisites for a viable domestic 

pharmaceutical industry: a population over 100,000,000 and GDP adjusted for 

Purchasing Power Parity (PPP) over $1 billion (USD).95  The pharmaceutical markets of 

Brazil and Mexico are so much larger than those of other Latin American states that 

they account for two thirds of the total Latin American pharmaceutical market ($25 

billion out of $38 billion).96 “Self-sufficiency” in pharmaceuticals among non- high-

income states is very rare; Brazil, China, Egypt, Jordan, Pakistan, and the Philippines 

are the only non-Organisation for Economic Co-operation and Development (OECD) 
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states to “supply more than 85% of their total market through ‘local production,’” and of 

those only Jordan and Brazil are net exporters.97 Furthermore, other factors including 

comparative advantage and the capital-intensive nature of the industry (as opposed to 

labor intensive, therefore creating relatively fewer jobs) support smaller, low-income or 

lower-middle-income states to concentrate their investment on other economic 

sectors.98  

Therefore, as many Latin American states will likely lack sufficient manufacturing 

capacities to produce most pharmaceutical products for the foreseeable future, feasibly 

executing a compulsory license will most likely involve using the waiver in the 

Paragraph 6 Decision to issue a compulsory license for a pharmaceutical product and 

then importing it from another state. However, only a few states have enacted 

legislation to permit that state to issue compulsory licenses for a product to be exported: 

Canada, China, the European Communities, India, Korea, the Netherlands, Norway, 

and Switzerland.99 It is discouraging that many states, including the U.S. and Brazil, do 

not seem interested in enacting such legislation.100 The problems with the Canadian 

Access to Medicines Act (the most detailed of the “exporting” statutes and the only one 

yet to be actively used) were discussed previously, and any states which may consider 

enacting such laws in the future should learn from the Canadian-Rwandan example by 
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ensuring that their laws encompass more simplified procedures than those in the 

Canadian legislation, license durations of more than two years, and the authority to 

issue compulsory licenses for export based on any of the permissible grounds in TRIPS 

(and not necessitate prior failed negotiations with the patent holder when such 

negotiations are not required in TRIPS).101 Future implementing legislation should also 

include the “joint consideration of concurrent licenses on multiple drugs and for multiple 

importers”102 as the “European Generic Medicines Association has stated that it is 

unlikely that any company in Europe would be able to serve as exporters [for a 

compulsory license], if the market was restricted to one country and there is no long-

term market prospect103.”  

Section 3: Collaborative Action 

 One of the most promising strategies for Latin American states to viably issue 

compulsory licenses is through collaborative action. If a number of Latin American 

states collectively negotiated contracts with pharmaceutical companies and coordinated 

their issuance of compulsory licenses for particular products, they could generate 

economies of scale and scope to bolster their bargaining positions with both patent 

holders and producers of generic or off-patent products. 104  Additionally, collective 

action would hamper retaliatory actions from other states or actors for issuing 
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compulsory licenses, and larger market sizes would entice manufacturers in other 

states to issue compulsory licenses for export.105  

Steps for Collaborative Procurement 

 By several Latin American states (such as those in CAFTA-DR) negotiating 

and/or procuring pharmaceuticals together through standardized procedures, they could 

create a single, larger market with less transaction costs, and producers of generic or 

off-patent pharmaceuticals could enter a “reverse/procurement auction” to provide the 

pharmaceutical to the entire market at the lowest price.106 For instance, the nine states 

of the Organization of Eastern Caribbean States established a common Pharmaceutical 

Procurement Service (OECS/PPS) in 1986; by 2001, the regional prices that 

OECS/PPS obtained were typically 44% lower than those obtained by other individual 

Caribbean states.107  A centralized procurement authority for a group of Latin American 

states could further streamline this process in the future, but even prior to the 

establishment of such an organization, collective negotiating and standardized 

procedures for purchase would certainly bolster those states’ bargaining power and 

attract pharmaceutical exporters. 

Steps for Pooled Compulsory Licenses 

 Moreover, the practicable ability to issue pooled compulsory licenses (a 

compulsory license under which a pharmaceutical product is manufactured in one WTO 

member state and exported to multiple WTO member states) would augment Latin 
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American states’ bargaining power with patent holders. Paragraph 2 of the Paragraph 6 

Decision108 (as well as Paragraph 2(a) of the Annex to the TRIPS Agreement in the 

2005 Amendment to TRIPS109) delineates that a WTO member may issue a compulsory 

license to export a product to “eligible importing Member(s).”110 Pooled licenses will 

incentivize patent holders to offer a discount or voluntary license in order to avoid only 

receiving “adequate compensation” for sales in that group of states.111 By numerous 

states being involved, other more powerful states would be much less likely to apply 

negative pressure to an entire group of states or implement sanctions against them.112 

If negotiations with the patent holder for a voluntary license or discount were 

fruitless, then the process of finding a company in another state to manufacture the 

product and export it under a compulsory license would be much less difficult because 

of the larger market size offering more profit opportunities to the exporting company.113 

Either an organization (such as a procurement service like OECS/PPS or a regional 

trade agreement body) or representatives of the states could decide together to issue a 

compulsory license, and then the importing states would do so.114 However, the 
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exporting state would only be required to issue one compulsory license for export.115 

Yet the exporter may have to ship the product to each individual state instead of one 

central location for distribution.116 Paragraph 3 of the Annex to the Amendment to 

TRIPS Article 31bis allows “re-export” of products imported under a compulsory license 

among the states in a regional trade agreement in which at least half of the states are 

least-developed states.117 No grouping of Latin American states (except for Haiti and 

any one other state) would meet that requirement.  

Fostering Conditions for Pooled Compulsory Licenses 

One of the critical problems with executing this sort of pooled compulsory license 

today is that only the EU statute consistently refers to “country or countries” as 

recipient(s) of products to be exported under a compulsory license.118 Encouraging 

Canada and India119 to amend their laws and, in particular, advocating for Brazil, with its 

large and geographically proximate generic manufacturing industry, to implement a 

statute permitting Brazil to export products under a compulsory license to other 

“countries” could have extremely positive effects on the capabilities of Latin American 

states to issue compulsory licenses. Another positive change would be pressing for a 

change to the Annex to the Amendment to TRIPS to allow any regional trade agreement 

(such as one among Latin American states) to establish a Regional Pharmaceutical 
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Supply Center to which the entire shipment of the product could be shipped and then 

distributed from, further encouraging exporting companies to produce pharmaceutical 

products under compulsory licenses for export.  

Latin American Propensities for Pooled Compulsory Licenses 

 Looking specifically at the Latin American states of CAFTA-DR (Costa Rica, 

Dominican Republic, El Salvador, Guatemala, Honduras, and Nicaragua), the 

similarities in health indicators in these states will likely underpin shared pharmaceutical 

needs and opportunities to legitimately issue compulsory licenses collectively. For 

instance, asthma is the most common childhood non-communicable chronic disease 

(NCD) among all of these states,120 and the levels of NCDs among adults 

(cardiovascular disease, cancers, diabetes, strokes, and respiratory diseases) in these 

states are also rising rapidly121. This increase is partially a consequence of increased 

sugar and processed food intake, insufficient exercise, smoking, and alcohol 

consumption.122 High-income states have begun initiating a variety of prevention 

programs to curtail the rise in NCDs among those states, but middle-income states in 
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Central America do not have comparable resources to direct towards such prevention 

programs and treatments.123 This accelerating increase in NCDs is extremely 

concerning to the future socioeconomic development of the CAFTA-DR region, as the 

ability of those without treatment to work will be curtailed, and inequalities may be 

exacerbated if only those who are wealthy are able to practicably access treatment.124 

Of particular concern are rapid escalations in the incidences of diabetes and 

hypertension/cardiovascular disease; “the economic cost associated with diabetes is 

more than double the economic cost of HIV/AIDS in the LAC [Latin American and 

Caribbean] region, and the cost of cardiovascular disease is even higher.”125 

Consequently, compulsory licenses may be a critical tool in ensuring that these 

governments are able to provide treatment in “public, noncommercial settings” or that 

companies are able to procure and sell the treatments at affordable prices to all.  

Other noteworthy statistics among these states include the stabilization of HIV 

incidence rates126 but increases in the incidence of cervical cancer.127 Aside from Costa 

Rica, which has lower levels, these states have similar incidence levels of tuberculosis 

and AIDS (6.6 persons per 100,000 on average), infant and maternal mortality rates, 
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and morality rates for diabetes mellitus; aside from Guatemala which has lower rates, 

these states also have similar mortality rates for ischemic heart diseases and 

cerebrovascular diseases (strokes caused by loss of blood flow to the brain, most 

commonly due to hypertension).128 Another crucial health concern shared by these 

states is chagas: a parasitic infection transmitted by the reduviid insect that initially 

presents with flu-like symptoms but may remain dormant for decades before reasserting 

itself with difficult-to-treat intestinal and cardiovascular issues in nearly a third of those 

with the disease.129  

Section 4: Future Changes 

 Going forward, due to the smaller populations of many Latin American states and 

a lack of the conditions necessary for a viable domestic pharmaceutical manufacturing 

industry, pooled compulsory licenses to import pharmaceutical products offer the most 

promising strategy for smaller Latin American states to execute compulsory licenses. 

For this to come to fruition, the first set of steps involves statutory changes. All Latin 

American states’ compulsory licensing statutes should allow for licenses to be issued for 

any of the permissible grounds delineated in TRIPS, and these states should work with 

NGOs and other low- and middle-income states to advocate for states with strong 

pharmaceutical manufacturing industries to adopt laws allowing for compulsory licenses 

to be issued for export of a product to one or more state(s) based on any of the grounds 

in TRIPS.   
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 To bolster their credibility, Latin American states should take care to frame the 

issue as one involving human rights, restrict the licenses to products that serve a true 

public health need, attempt to negotiate with the patent holder for a voluntary license 

(when time permits), and implement protections to ensure that products imported under 

a compulsory license are not “re-exported” to other states (though the requirements of 

the exporting state to label the products also curtails this risk). By collectively executing 

such steps, there is no evidence that FDI would decrease, and negative consequences 

from other states are much less likely.  

 In conclusion, collective negotiations will bolster Latin American states’ 

bargaining power with generic producers through creating a larger market and also with 

patent holders since they would know that a group of states would be much more likely 

to attract a foreign pharmaceutical company to export the product under a compulsory 

license. The similar health indicators and issues among certain groups of Latin 

American states (such as those in CAFTA-DR) espouse the existence and future 

existence of the same permissible grounds for issuing compulsory licenses for products 

that address true public health concerns among those states. By amending CAFTA-DR 

to remove the limitations on state parties’ abilities to implement their flexibilities under 

TRIPS, advocating for statutory changes regarding compulsory licenses for import and 

export, and developing methods for issuing pooled licenses, practicable access to the 

right to health through affordable and available access to medicine could be bolstered 

for countless numbers of Latin Americans.  

 



94 

CHAPTER 4: 
THE RULES OF FREE TRADE AND ACCESS TO NUTRITION  

Beyond access to medicine, the right to health, defined as the “right of everyone 

to the enjoyment of the highest attainable standard of physical and mental health” in 

Article 12.1 of the International Covenant on Economic, Social, and Cultural Rights 

(ICESCR),1 also encompasses a broad span of socioeconomic factors which underpin 

essential conditions for persons to be able to lead healthy lives.2  To further define 

these conditions, the United Nations Committee on Economic, Social, and Cultural 

Rights (ICESCR Committee) delineated in General Comment 14(4) that the right to 

health “extends to the underlying determinants of health, such as food and nutrition.”3 

To achieve full realization of the right to health, ICESCR state parties are bound to 

respect, protect, and proactively fulfill this right by taking specific and continuous steps 

towards its realization; these steps must include fostering the requisite conditions for “an 

adequate supply of food and proper nutrition.”4 This aspect of the right to health also 

ties into the right to “adequate food” in ICESCR Article 11(1).5 The ICESCR Committee 

noted in General Comment 12 that this right to adequate food includes “freedom from . . 

. malnutrition” through the compulsory adoption of national strategies by ICESCR state 
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parties to guarantee “food and nutrition security for all.”6 State parties are called to use 

their available resources in cost-efficient manners in order to progressively ensure 

access to nutritionally adequate food.7 In fact, like providing those medicines defined by 

WHO as “essential drugs,” guaranteeing “access to the minimum essential food which is 

nutritionally adequate and safe” is one of core obligations of ICESCR state parties.8  

Over a third of the world’s population is micro-nutritionally deficient.9 Children and 

pregnant women are the most susceptible to these deficiencies, and even if a person 

merely suffers from a moderate deficiency, there will still likely be serious, long-term 

consequences on his or her physical health and mental development.10 These 

outcomes will also have a significant impact at the macro level through the loss of 

human capital formation, economic productivity, and rising public health costs since 

micronutrient deficiencies account for 7.3% of global disease incidence. 11 

In Latin America, nine million children (under the age of five) are malnourished.12 

While the human cost of child malnutrition (physical and mental damage) has been well-
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documented, the economic toll is also staggering; for instance, “[i]n Guatemala, where 

nearly half of children suffer from chronic malnutrition, U.N. estimates put the cost at 

$3.1 billion (USD) a year in 2004, or 11 percent of its GDP.”13 Persons worldwide 

frequently suffer from deficiencies in zinc, folate, vitamin B12 and other B vitamins, 

vitamin C, vitamin D, calcium, and fluoride, but the three most common forms of 

micronutrient malnutrition are iodine, iron, and Vitamin A deficiencies.14 In developing 

states, iodine deficiency has been “the most common cause of preventable brain 

damage and mental retardation in childhood.”15 Additionally, among those same states, 

children who have iron deficiencies which are corrected typically display “improve[d] 

cognitive function, school performance, and work capacity,” and vitamin A deficiency is 

“the leading cause of preventable severe visual impairment and blindness in children, 

and significantly increases their risk of severe illness and death.”16  

Regarding iodine, there is a moderate risk of iodine deficiency among school-age 

children in the DR and Haiti. 17  Turning to iron, the prevalence of anemia among 

preschool children is severe (over 40%) in Brazil, Bolivia, Peru, Mexico, and the CAFTA 

region (except Nicaragua and the Dominican Republic (DR)).18 Regarding Vitamin A, 

among preschool children, Vitamin A deficiencies remain a severe public health concern 
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in Bolivia and Mexico and a moderate concern in El Salvador, Guatemala, Honduras, 

Ecuador, Brazil, Peru, Argentina, Uruguay, and Paraguay.19 In the Americas as a whole, 

10% of the population has insufficient iodine, 19% is anemic, and 20% of preschool 

children are Vitamin-A deficient.20 

One of the cost-efficient means for achieving the realization of and access to a 

sufficient nutritional supply is the promotion of food fortification: “the addition of one or 

more essential nutrients to a food whether or not it is normally contained in the food for 

the purpose of preventing or correcting a demonstrated deficiency of one or more 

nutrients in the population or specific population groups.”21 This Chapter will posit that 

measures which are implemented to promote fortified foods - but in doing so, may limit 

international trade – fall under the purview of and do not necessarily violate the relevant 

trade rules found in the SPS Agreement which addresses the application of food safety 

and animal/plant health regulations. However, if it is determined that measures to 

promote fortified foods do not fall under the purview of the SPS Agreement, then they 

would be subject to the TBT Agreement) and, like with the SPS Agreement, could be 

properly tailored in order to comply with the TBT Agreement.  

Section 1 examines the facets of food fortification, and Section 2 follows with an 

analysis of the legality under the General Agreement on Tariffs and Trade of measures 

to promote fortified foods but may limit international trade as a result. Sections 3 and 4 
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evaluate the legality of these measures under the SPS Agreement and the TBT 

Agreement, respectively.  

Section 1: Fortification 

One of the most successful ways for combating malnutrition is through 

fortification. The results of past fortification programs have demonstrated high benefit-

to-cost ratios and that fortification is a more cost-effective way of achieving the same 

public outcomes than other strategies such as nutritional education, encouragement of 

diversity among foods consumed, or supplementation (“the provision of relatively large 

doses of micronutrients, usually in the form of pills, capsules or syrups”) due to 

fortification’s wider and more long-term effect on access to nutrition. 22 Frequent and 

regular consumption of fortified foods allows a body to develop body stores of nutrients 

more efficiently and more effectively than it would be able to through intermittent 

supplements.23 Additionally, fortification generally aims to supply micronutrients in 

quantities that approximate those provided by a well-balanced diet, does not 

necessitate changes in public eating patterns, can be transported through existing 

delivery systems, and typically does not significantly increase the marginal cost of 

production.24 Possible disadvantages include initial fixed costs for fortification 

technology, lack of access of the poorest sectors of the population to the food product 

chosen to be fortified, and changes in food taste or consistency after fortification.25 

However, as Latin American economies are developing and the middle class is 
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burgeoning,26 it is increasingly feasible for governments to support investment in 

fortification and for greater numbers of people to have practicable access to fortified 

foods; in addition, tactics for maintaining a food product’s original characteristics after 

fortification are advancing27.  

Fortification has a long history in developed states, beginning with salt iodization 

in the U.S. in the 1920s.28 Since the 1940s, cereal products have been fortified with 

various micronutrients, and milk has been fortified with Vitamin D.29 Recently across the 

Americas, wheat fortification with folic acid has become increasingly widespread.30 

These examples have been particularly effective given how widely and regularly those 

food products are consumed.31 Fortification at the national level may be voluntary or 

mandatory (producers are legally compelled to fortify specific food products with certain 

levels of micronutrients).  Mandatory fortification is comparatively better suited for 

widespread nutritional deficiencies under the following conditions: either the industry 

which produces the food product is relatively centralized and well-organized or, if there 

are numerous, small producers, there is a collective agreement such as an industry 

association in place; nutritional knowledge is relatively low or the public does not exhibit 

a significant preference for voluntarily fortified foods; and the public will accept 
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governmental actions in this area.32 If a state chooses to implement mandatory or 

voluntary fortification of a food product, the objectives of that fortification could be 

undermined by lower-priced imports of that same food product but non-fortified. 

Therefore, the question becomes under the rules of free trade: can a state limit imports 

(through tariffs or a complete ban) of a non-fortified food product if that same product is 

mandatorily or voluntarily fortified by domestic producers? 

Section 2: GATT 

The rules of free trade are delineated in several dozen binding WTO agreements, 

including the initial General Agreement on Tariffs and Trade (GATT),33 the SPS 

Agreement, and the TBT Agreement. According to Article III(2) of GATT, WTO member-

states are bound to treat imported products from other WTO member-states in a 

manner identical to that of like domestic products (no additional direct or indirect taxes 

or internal charges and accorded no less favorable treatment with respect to laws, 

“regulations and requirements affecting their internal sale, offering for sale, purchase, 

transportation, distribution or use”).34 The following are the four general criteria for 

ascertaining whether two products are “like:” the physical attributes of the products, the 

final uses of the products, consumer expectations of the products, and the products’ 

tariff classifications.35  Further information to more fully define these criteria is found in 

European Communities – Measures Affecting Asbestos and Asbestos-Containing 
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Products,36 a case regarding France’s ban of all products including asbestos on human 

health grounds, as asbestos is a known carcinogen, and the subsequent challenge of 

the ban by Canada as product discrimination against GATT Article III(4).37 The initial 

EC-Asbestos panel determined that asbestos products and asbestos-free substitutes 

were “like” products since, while not sharing physically identical chemical compositions, 

their end uses were often  equivalent.38 However, after analyzing the panel’s 

determinations, the WTO Appellate Body reached the opposite conclusion by reasoning 

that, given asbestos’ carcinogenicity, this toxicity was a “defining aspect” of the physical 

properties of the product, and it considerably affected consumer expectations.39 

Therefore, the two were not like products, and there was no product discrimination.40  

Looking at fortified and non-fortified versions of the same food product (such as 

wheat and wheat fortified with Vitamin A), both would largely share the same physical 

characteristics (but there would be differences on the chemical composition level), 

identical end uses, and similar consumer expectations. Consumers are typically 

unaware of which food products are fortified and the benefits of that fortification and 

thus would be unlikely to make decisions based on the value-added of that fortification. 

The increases in health benefits from fortified wheat (or conversely the opportunity cost 

of lost health benefits through consumption of non-fortified wheat) likely do not meet the 

                                            
36

 European Communities – Measures Affecting Asbestos and Asbestos-Containing Products, 

WT/DS135/AB/R (12 March 2001) [hereinafter EC - Asbestos]. 

37
 HERNÁNDEZ-TRUYOL, supra note 35, at at 33. 

38
 Id. 

39
 Id. 

40
 Id. 



102 

threshold of a “defining aspect” in light of the EC-Asbestos decision. Therefore, a tax or 

ban on imports of a non-fortified food product would likely violate GATT. 

However, “[s]ubject to the requirement that such measures are not applied in a 

manner which would constitute a means of arbitrary or unjustifiable discrimination 

between countries where the same conditions prevail, or a disguised restriction on 

international trade,” GATT does not prohibit measures “necessary to protect human  . . . 

health” (forming the Public Health exception).41 To meet this exception, a measure 

which discriminates between domestic and imported “like” products must be 

“necessary” for the achievement of the objectives of that measure.42 This “necessity 

test” was softened by the panel in U.S. – Restrictions on Imports of Tuna II43  which held 

that, to meet the Public Health exception, the measure to be implemented must be the 

least GATT-inconsistent of those measures which are reasonably available in order to 

achieve the same objective.44 The WTO Appellate Body further weakened the test in EC 

– Asbestos by delineating that whether another “reasonably available” alternative exists 

which is less GATT-inconsistent depends on a “balancing test” of factors.45 These 

factors include the expected effectiveness of the measure to achieve the proffered 

objective, the significance of that objective, and the expected impact of the measure on 
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international trade.46 If this analysis results in a preliminary conclusion that the measure 

is indeed necessary, then this determination must be confirmed by comparing the 

measure against the “error costs” of  less GATT-inconsistent alternative measures: the 

likelihood that the implementation of those alternatives would achieve the same gains 

toward the objective and the severity of the consequences of that failure.47  

In the Brazil - Measures Affecting Imports of Retreaded Tyres case, the WTO 

Appellate Body determined that the Brazilian import ban on retreaded tyres was “apt to 

produce a material contribution to the achievement of its objective” (a “reduction in 

waste tyre volumes”).48 The WTO Appellate Body also concluded that the proposed 

alternative measures were mostly remedial (waste management and disposal) and thus 

were not true alternatives to the import ban, which could thwart the accumulation of 

these tyres.49 Similarly, in EC - Asbestos, the WTO Appellate Body established that that 

there was no “reasonably available alternative” to an import ban of asbestos and that 

the objective of the measure - saving human lives - was “both vital and important in the 

highest degree”.50 The more significant and vital the pursued objective is, the lower the 

burden in order to establish a measure as “necessary.”51 
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Regarding fortified and non-fortified food products, it is foreseeable that many (if 

not all) instances of tariffs or bans on non-fortified products will fail the “balancing test” 

for necessity. While malnutrition does have detrimental effects on health, malnutrition 

does not have the same significant and direct relationship with fatalities as asbestos in 

EC – Asbestos did.  The aim of fortified foods is not to protect populations from 

dangerous substances but to improve the “status quo” of nutritional levels. The 

characteristics of a state’s population, the food to be fortified, imports and exports of 

that food product, and the levels of malnutrition which are hoped to be corrected will all 

affect the effectiveness of a measure to tax or ban non-fortified imported food products 

and the impact on international trade. However, it is very possible that even if the 

measure is preliminarily found to be necessary, it could fail a balancing test with the 

alternative of labeling non-fortified foods. However, there are many factors which could 

limit the effectiveness of the labeling, including higher prices, low customer demand, 

and low supply of fortified foods. While labeling could be paired with consumer 

education to increase effectiveness, price elasticity will likely remain extremely high 

between fortified and non-fortified products and limit the effectiveness of labeling as an 

alternative. 

Section 3: SPS Agreement 

However, meeting the GATT Article XX(b) exception is not necessary if 

measures to promote fortified foods fall under the purview of the SPS Agreement. The 

SPS Agreement applies to all sanitary and phytosanitary measures which may, directly 
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or indirectly, have an impact on international trade.52 These measures include “laws, 

decrees, regulations, requirements, and procedures” which are enacted to: 

(a)protect animal or plant life or health within the territory of the Member 
from risks arising from the entry, establishment or spread of pests, 
diseases, disease-carrying organisms or disease-causing organisms; (b) 
to protect human or animal life or health within the territory of the Member 
from risks arising from additives, contaminants, toxins or disease-causing 
organisms in foods, beverages or feedstuffs;  (c) to protect human life or 
health within the territory of the Member from risks arising from diseases 
carried by animals, plants or products thereof, or from the entry, 
establishment or spread of pests; or (d) to prevent or limit other damage 
within the territory of the Member from the entry, establishment or spread 
of pests. 53 

WTO Members are bound to ensure that their sanitary and phytosanitary 

measures neither arbitrarily nor unjustifiably discriminate among WTO Members where 

identical or comparable conditions are present, including between their own territory and 

territories of other WTO Members; additionally, WTO Members must not apply these 

measures “in a manner which would constitute a disguised restriction on international 

trade.”54  Measures which conform to the SPS Agreement are also presumed to meet 

the prerequisites for the Public Health Exception in GATT Article XX(b); however, the 

converse is not true.55 Therefore, if measures to promote fortified foods are determined 

to be both covered by and in compliance with the SPS Agreement, then they are in 

compliance with the GATT Public Health exception. Yet, if such measures are found to 

                                            
52

 Agreement on the Application of Sanitary and Phytosanitary Measures, GATT Doc. MTN/FA II-A1A-4 
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be covered but inconsistent with the SPS Agreement, then states cannot claim 

protection for such measures under the GATT Public Health exception.  

SPS Agreement Annex 1(A)(b) delineates that that Agreement applies to laws 

and regulations which are enacted to protect human health from risks arising from 

additives. An additive is defined as a “substance not normally consumed as a food by 

itself and not normally used as a typical ingredient of the food, whether or not it has 

nutritive value.”56 Micronutrients which are added to food products are a type of 

additive57. Therefore, since a measure that was enacted for the purpose of protecting 

human health from risks arising from additives in a food product (such as the addition of 

micronutrients to a food product) would clearly be a sanitary measure, one could also 

argue that “risks arising from” micronutrients added to fortified foods encompasses the 

risks of not adding them. When one evaluates the risks of a particular decision, implicit 

in that analysis are the risks of not making a particular decision; conversely, when 

evaluating the benefits of a particular action, the opportunity cost of any foregone 

benefits from the alternative decision is implicitly taken into account. For instance, when 

evaluating the risks of a particular diagnostic test such as a mammogram or prostate 

exam, the risks arising from the exam which must be taken into account include the 

probability of “false positive” results and the resultant costs of unnecessary treatment 

and emotional turmoil. Hence, the risks relating to or stemming from micronutrients 

encompass the risks of not adding micronutrients to certain foods, and any law or 
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 Codex General Principles for Food Additives ¶2(a), CODEX STAN 192-1995 (1995, amended 2012). 
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 See Commission of the European Communities v. French Republic, C-24/00 (5 Feb. 2004); 

Commission of the European Communities v Kingdom of Denmark, C-467/98 (5 Nov. 2002). 
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regulation enacted to protect human health from an identified risk of a particular type of 

malnutrition which foreseeably would persist without enactment is a “sanitary measure.”  

General Principles for the Addition of Essential Nutrients to Food 

Article 3(2) of the SPS Agreement notes that “[s]anitary or phytosanitary 

measures which conform to international standards, guidelines or recommendations 

shall be deemed to be necessary to protect human, animal or plant life or health, and 

presumed to be consistent with the relevant provisions of this Agreement and of GATT 

1994.” Regarding which standards, guidelines, or recommendations are applicable, 

SPS Agreement Annex 3(a)(3) delineates “that for food safety, the standards, guidelines 

and recommendations established by the Codex Alimentarius Commission [CAC] 

relating to food additives, veterinary drug and pesticide residues, contaminants, 

methods of analysis and sampling, and codes and guidelines of hygienic practice” are 

pertinent. (The CAC, established by the Food and Agriculture Organization of the UN 

and WHO in 1963, produces harmonized international standards and codes relating to 

food in order to safeguard consumer health and fair trade practices.)58 The SPS 

Committee in 1998 noted that “standards, guidelines, and recommendations” were not 

explicitly defined, and therefore, any CAC text could form the basis of a justification for a 

sanitary measure under the SPS Agreement, but the substantive content, as opposed to 

the category of the text, would determine, on a case-by case basis, if that text 

established a sufficient foundation for justification.59 Therefore, any sanitary measures 
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 About Codex, CODEX ALIMENTARIUS COMMISSION INTERNATIONAL FOOD STANDARDS (2012), 

http://www.codexalimentarius.org/about-codex/en/.  
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 Joint FAO/WHO Food Standards Programme: Codex Alimentarius Commission, 23d Sess., Report of 

the Forty-fifth Sess. of the Exec. Comm. of the Codex Alimentarius Commission, ALINORM 99/33, June 
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taken to conform to CAC texts, providing that the text encompasses ample substantive 

content related to that sanitary measure, are deemed as appropriate, necessary, and 

consistent with the SPS Agreement.  

 The document relevant to fortified foods is the CAC’s General Principles for the 

Addition of Essential Nutrients to Food60 which is intended to “provide guidance to those 

responsible for developing guidelines and legal texts pertaining to the addition of 

essential nutrients to foods . . . establish a uniform set of principles for the rational 

addition of essential nutrients . . . [and] maintain or improve the overall nutritional quality 

of foods.”61  Paragraph 6.1 describes that food fortification is the purview of national 

authorities, as the types and quantities of essential nutrients to be added and foods to 

be fortified will vary upon the “particular nutritional problems to be corrected, the 

characteristics of the target populations, and the food consumption patterns of the 

area.” The food selected as a vehicle for the essential nutrient(s) “should be consumed 

by the population at risk, [t]he intake of the food selected as a vehicle should be stable 

and uniform and the lower and upper levels of intake should be known [and] [t]he 

amount of the essential nutrient added to the food should be sufficient to correct or 

prevent the deficiency when the food is consumed in normal amounts by the population 

at risk.”62 

As a prerequisite for fortification, there must be “a demonstrated need for 

increasing the intake of an essential nutrient in one or more population groups. This 
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 Codex General Principles for the Addition of Essential Nutrients to Food, supra note 21, at ¶2.5. 

61
 Id. at Introduction. 
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 Id. at ¶¶6.2.2, 6.2.3, 6.2.4. 
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may be in the form of actual clinical or subclinical evidence of deficiency, estimations 

indicating low levels of intake of nutrients or possible deficiencies likely to develop 

because of changes taking place in food habits.”63 Fortification interventions are then 

appropriate if research indicates that either “demonstrable benefits” or “plausible public 

health benefits that may be derived from increased micronutrient intakes . . .based on 

new and evolving scientific knowledge” will consequently result; this “broader definition 

thus encompasses the growing range of different types of food fortification initiatives 

that have been implemented in recent years in response to an increasingly diverse set 

of public health circumstances.”64   

As an example of what constitutes a demonstrated need, looking at Vitamin A, 

risk factors include a “diet low in sources of vitamin A (i.e. dairy products, eggs, fruits 

and vegetables), poor nutritional status, and a high rate of infections, in particular, 

measles, and diarrhea[a]l diseases.”65 Indicators of Vitamin A deficiency are the 

prevalence of night blindness presented in clinical examinations among children under 

the age of 6 and pregnant women, as well as retinol levels in the serum or plasma of 

preschoolers or breast milk of lactating women.66 For instance, if more than 1% of 

children under the age of 6 or more than 5% of pregnant women display night blindness 

during an exam, this is evidence of a mild deficiency in the population as a whole; if 

more than 5% of these children show night blindness, this is evidence of a severe 
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deficiency in the population.67  In Guatemala, nearly 16% of children display evidence of 

Vitamin A deficiency.68 

To analyze the public health benefits of fortification, one common approach is 

cost-effectiveness, which is defined as the cost of achieving a particular outcome. In the 

context of fortification, “desired outcome[s] might include: averting one case of 

subclinical vitamin A deficiency, averting one case of anemia, or averting one case of 

goitre or of iodine deficiency.”69 Two frequently-employed cost-effectiveness measures 

are “cost per death averted” and “cost per disability-adjusted life-year saved” (or cost 

per DALY saved).”70 The latter encompasses both mortality and morbidity by calculating 

the cost per year of life saved from early death, ill health, or disability.71 “In terms of the 

loss of healthy life, expressed in disability-adjusted life years (DALYs), iron-deficiency 

anemia results in 25 million DALYs lost (or 2.4% of the global total), vitamin A deficiency 

in 18 million DALYs lost (or 1.8% of the global total) and iodine deficiency in 2.5 million 

DALYs lost (or 0.2% of the global total).”72 Cost-effectiveness measures are conducive 

to comparing different types of interventions that share the same objective (for instance, 

supplementation and fortification) by comparing the unit cost of each to achieve one 
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DALY saved or to avert one death.73 One could also use cost-effectiveness 

measurements to compare the costs of one particular outcome versus the costs if that 

outcome is not avoided (for instance the costs of fortification to avoid one case of 

anemia versus the costs of not avoiding that case of anemia (medical costs and lost 

productivity)).   

However, to properly compare interventions which aim to achieve different goals, 

then a cost-benefit analysis is more appropriate. This type of analysis compares the 

cost of the intervention to the value of the outcome (the benefit).74 These benefits could 

include increased productivity (for instance, iron fortification will lead to less anemic and 

therefore, more productive adults) and lower health care system costs (anemic mothers 

typically incur more complications during childbirth).75 “Since cost–benefit analyses may 

be exercised to compare the relative merits of health interventions with other kinds of 

government spending, they are particularly valuable in advocating for increased 

resources for nutrition and health.”76  

“Monetizing” benefits typically involves incorporating prior research measuring 

the financial benefit of a particular health outcome; for example, to analyze the benefits 

of an iodine fortification intervention, one could look to studies that have estimated the 

costs stemming from the amount of lost productivity per child born to a mother with 

goitre (caused by iodine deficiency).77  Benefits can be difficult to quantify as questions 
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arise regarding the rate at which to discount future income streams in order to 

determine their present value, the future costs which are not incurred by public health 

systems, and the differences in likely future productivity of persons from varying 

socioeconomic backgrounds. Yet this is still a useful measurement for estimating 

plausible benefits.78 

  Estimating unit costs (the annual per capita cost of the intervention) should 

incorporate initial technological investments, the costs of marketing in order to attain 

public awareness and acceptance, quality control, and, for supplements, distribution.79 

Unit costs of fortification vary significantly based upon the food vehicle employed, the 

initial level of deficiency in the target population, the size of the targeted population, and 

initial dietary patterns,80 but “[s]upplementation costs are 10–30 times higher than 

fortification costs in the case of iodine, 3–30 times higher for iron, and 1.5–3 times 

higher for vitamin A. The cost differential is largely dependent on what proportion the 

target population is of the whole population; fortification becomes increasingly cost-

effective the higher the proportion of the population in need of the intervention.”81  

Therefore, fortification is appropriate where a demonstrable need exists and 

where it is justified by cost-effectiveness and cost-benefit analyses. The General 

Principles for the Addition of Essential Nutrients to Food, which aims to establish 

uniform principles for food fortification, note that it is the purview of the national 

authorities to “establish the kinds and amounts of essential nutrients to be added and 
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foods to be fortified.”82 Additionally, the food product selected as the vehicle for 

fortification must be consumed by the target population; in some cases, voluntary 

fortification programs will be sufficient for promoting the production of fortified products 

that reach the plates of the targeted consumers. In others, mandatory fortification by 

domestic producers may be essential.  Due to the consumer’s high price elasticity for 

food products, tariffs or a ban on non-fortified food products also may be indispensable 

tactics as “domestic industry can hardly [be] expected to fortify sustainably while facing 

competition with cost-advantages from free-riding imports.”83 A practical example may 

be seen in the future as the U.S. Center for Disease Control works with the government 

of the Dominican Republic to implement a voluntary fortification intervention of sugar 

with Vitamin A and whether imported non-fortified sugar undermines that intervention. 84  

However, as previous noted, any CAC text can form the basis of a justification for 

a sanitary measure under the SPS Agreement if the substantive content of the text 

establishes a sufficient foundation for the justification.85 Therefore, the following 

question must be addressed: whether the General Principles for the Addition of 

Essential Nutrients to Food provides sufficient substantive content for sanitary 

measures to be established in conformity with it and thus deemed as necessary, 

appropriate and consistent with the SPS Agreement? These principles are not 
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supplemented by any international standards for fortified foods other than the Codex 

Standard for Food Grade Salt,86 which delineates that “[i]n iodine-deficient areas, food 

grade salt shall be iodised to prevent iodine-deficiency disorders (IDD) for public health 

reasons” and provides specifications for the determination of iodine content.87 No such 

standards exist for Vitamin A or iron fortification. While an express purpose of the 

General Principles was to provide uniform standards for fortification, one could argue 

that there is insufficient substantive content to justify national authorities imposing tariffs 

based on their ability to establish the types of foods to be fortified and quantifies of 

micronutrients added. 

Risk Assessment 

If it was determined that the General Principles lacked ample substantive 

content, then this could be remedied by an amendment to encompass a delineation of 

the requisite conditions for the proper imposition of such tariffs or a broadening of the 

scope of national authorities’ powers to execute fortification. The Codex Standard for 

Food Grade Salt cannot likely be replicated for other food products because different 

states will use different food vehicles for different micronutrients. Lacking such an 

amendment, efforts to limit trade in order to promote fortification would compose a 

sanitary measure not presumptively in accordance with the SPS Agreement via 

compliance with a CAC standard.  Therefore, to not violate the SPS Agreement, any 

sanitary measure must be “applied only to the extent necessary to protect human, 

animal or plant life or health, [be] based on scientific principles and . . . not [be] 
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maintained without sufficient scientific evidence.”88 Additionally, such a measure would 

have to be “based on an assessment, as appropriate to the circumstances, of the risks 

to human, animal or plant life or health, taking into account risk assessment techniques 

developed by the relevant international organizations.”89 When assessing the risk to 

health and “determining the measure to be applied for achieving the appropriate level of 

sanitary or phytosanitary protection from such risk,” members must take into account 

available relevant scientific evidence, economic factors such as “relative cost-

effectiveness of alternative approaches to limiting risks,” and  “the objective of 

minimizing negative trade effects, as well as “ensure that such measures are not more 

trade-restrictive than required to achieve their appropriate level of sanitary or 

phytosanitary protection, taking into account technical and economic feasibility.”90 

In European Communities - EC Measures Concerning Meat and Meat Products 

(EC -Hormones),91 the WTO Appellate Body highlighted that even where domestic and 

imported products are treated alike, regulations may still be found to be unjustifiably 

trade restrictive without specific scientific justification for their necessity and the 

performance of a risk assessment.92 In that case, the European Communities had 

banned the importation of meat or meat products from cattle which had received one of 
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six growth hormones alleged to be possibly carcinogenic.93 The Appellate Body 

concluded that the scientific evidence taken into account by  the European Communities 

in its risk assessment was not sufficiently specific to the issue at hand since “the articles 

and opinions of individual scientists submitted by the European Communities constitute 

general studies which do indeed show the existence of a general risk of cancer; but they 

do not focus on and do not address the particular kind of risk here at stake - the 

carcinogenic or genotoxic potential of the residues of those hormones found in meat 

derived from cattle to which the hormones had been administered for growth promotion 

purposes.”94 Without providing an evaluation of the precise, potentially negative effects 

of not imposing the ban, the Appellate Body held that the European Communities did 

not execute a risk assessment in accordance with SPS Agreement Article 5, and 

consequently, the import ban lacked proper justification and thus violated the SPS 

Agreement.  

Applying this holding to the issue of fortified foods, justifiying a tariff or ban on 

imports of non-fortified foods would entail sufficient scientific evidence and the 

performance of a risk assessment. This assessment would likely require specific 

evidence regarding differences in nutritional levels of persons who consume a particular 

fortified food product versus a non-fortified “version” of that product and the effects of 

that difference in nutritional levels on individuals’ health and economic potential. It would 

also perhaps necessitate market research regarding shopping patterns’ of individuals 

and the effect of a lower-priced non-fortified food product on purchases of the fortified 
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food product. Attaining such evidence may require continued allowance of non-fortified 

imports in order to ascertain the elasticity of demand. To “ensure that such measures 

are not more trade-restrictive than required to achieve their appropriate level of sanitary 

or phytosanitary protection,” tariffs that equalize the prices of fortified and non-fortified 

food products may be the appropriate measure under the SPS Agreement, as opposed 

to an import ban. The likelihood of tariffs succeeding in promoting a fortified food 

product would, in all likelihood, improve if coupled with laws that encouraged or 

compelled suppliers and retailers to offer the fortified version if they sell the non-fortified 

version and promote the fortified product more strongly.  

Section 4: TBT Agreement 

However, if it is determined that measures to promote fortified foods do not fall 

under the purview of the SPS Agreement, then such measures would be subject to TBT 

Agreement.95 This Agreement applies to “technical regulations” which are mandatory 

characteristics of products or “related processes and production methods . . . [and] may 

include or deal exclusively with terminology, symbols, packaging, marking or labelling 

requirements as they apply to a product, process or production method” but not be 

sanitary or phytosanitary measures.96 Analogous to the SPS Agreement, WTO 

Members must make certain that, regarding technical regulations, products imported 

from another WTO Member receive equally favorable treatment as like domestically-
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produced products or like products imported from any other state.97   Additionally, 

whenever appropriate, the basis for these regulations must be related to the product’s 

performance, rather than the product’s design or descriptive traits.98 Furthermore, WTO 

Members must “ensure that technical regulations are not prepared, adopted or applied 

with a view to or with the effect of creating unnecessary obstacles to international trade” 

and are not “more trade-restrictive than necessary to fulfil a legitimate objective;” the 

“protection of human health” is one of these delineated legitimate objectives.99 WTO 

Members are compelled to take into account the risks of not fulfilling that objective, and 

“relevant elements of consideration are, inter alia: available scientific and technical 

information, related processing technology or intended end-uses of products.”100 Where 

a technical regulation is put into place to fulfill a legitimate objective, there is a 

rebuttable presumption that it does not compose an unnecessary obstacle to trade.101  

Where a technical regulation is necessary to fulfill a legitimate objective “and 

relevant international standards exist or their completion is imminent, Members shall 

use them, or the relevant parts of them, as a basis for their technical regulations;”102 

standards are documents “approved by a recognized body, that provides, for common 

and repeated use, rules, guidelines or characteristics for products or related processes 
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and production methods, with which compliance is not mandatory.”103  Similarly to the 

SPS Agreement, the term “standard” encompasses documents broader than those 

expressly noted as “standards” and would encompass the CAC’s General Principles for 

the Addition of Essential Nutrients to Food.104 However, there is a notable distinction in 

that there is no express requirement that the standards provide sufficient substantive 

content to form the basis for the regulation. Therefore, it seems very likely that the 

General Principles which calls for fortification to be the purview of national authorities 

and for a fortification program to be implemented in response to a “demonstrated need 

for increasing the intake of an essential nutrient in one or more population groups”105 

could form the basis for regulations relating to fortified food products such as labeling, 

food types suitable for fortification, and voluntary or mandatory minimum levels of 

fortification in those food types.   

In another notable difference from the SPS Agreement, the TBT Agreement does 

not compel a WTO member to base its technical regulations on the results of a risk 

assessment of scientific evidence and economic factors but instead merely consider the 

risks of not fulfilling the objective of the regulation, taking into account scientific 

information. This establishes a much easier burden of proof to reach than that of the 

SPS Agreement and would necessitate much less precise information regarding 

differences in nutritional levels of persons who consume a particular fortified food 
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product versus a non-fortified “version” of that product, the effects of that difference in 

nutritional levels on individuals’ health and economic potential, consumer preferences, 

and elasticity of demand for fortified foods. Instead, fulfilling the prerequisites of the 

General Principles (“a demonstrated need for increasing the intake of an essential 

nutrient in one or more population groups . . . [which] may be in the form of actual 

clinical or subclinical evidence of deficiency, estimates indicating low levels of intake of 

nutrients or possible deficiencies likely to develop because of changes taking place in 

food habits”106) will likely provide the necessary scientific information. 

Therefore, it is highly probable that technical regulations which support 

fortification will meet the requirements of the TBT Agreement if they are in accordance 

with the factors delineated in the General Principles for the Addition of Essential 

Nutrients to Food. A rebuttable presumption will then exist that these measures will not 

form unnecessary obstacles to trade, but depending on the particular case, mandatory 

bans or high tariffs may be found to be unnecessary in light of evidence regarding the 

effectiveness of consumer education, the benefits of fortification and labeling, and 

consumers’ elasticity of demand. Yet, with sufficiently strong evidence of the need to 

ban imports of a non-fortified food product, the measure would be valid.  

 In conclusion, as micro-nutritional deficiencies persist in Latin America, 

fortification technology improves, and Latin American economies continually strengthen, 

it is foreseeable that fortification will become an increasingly effective tactic for Latin 

American states to progressively realize the right to health. If circumstances warrant 

mandatory domestic fortification and the imposition of tariffs or bans on imports which 
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are challenged by another WTO Member-State under either the SPS Agreement or TBT 

Agreement, then this Chapter will provide a framework for effectively rebutting that legal 

challenge. 
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CHAPTER 5 
U.S.-LATIN AMERICAN FREE TRADE AGREEMENTS AND HEALTHY WORKING 

CONDITIONS 

Beyond food and nutrition, “safe and healthy working conditions” constitute 

another fundamental determinant of health and are thus embraced as an additional key 

component of the right to health.1  ICESCR Article 12(2)(c) specifically dictates that the 

“prevention, treatment and control of . . . occupational . . . diseases” are among the 

requisite steps for state parties to take in order to achieve full realization of the right to 

health.2 The ICESCR Committee expounded upon Article 12 by highlighting that “the 

right to healthy . . . workplace environments” encompasses “preventive measures in 

respect of occupational accidents and diseases3. . . the prevention and reduction of the 

population's exposure to harmful substances such as radiation and harmful chemicals 

or other detrimental environmental conditions that directly or indirectly impact upon 

human health . . . the minimization, so far as is reasonably practicable, of the causes of 

health hazards inherent in the working environment . . . [and] safe and hygienic working 

conditions.”4  

                                            
1
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[hereinafter ICESCR General Comment 14].   

2
 International Covenant for Economic, Social, and Cultural Rights art. 12(2)(c), Dec. 16, 1966, 993 

U.N.T.S. 3 [hereinafter ICESCR]. 

3
 An “occupational accident covers an occurrence arising out of, or in the course of, work which results in 

fatal or non-fatal injury . . . an occupational disease covers any disease contracted as a result of an 
exposure to risk factors arising from work activity.” ILO, P155 - Protocol of 2002 to the Occupational 
Safety and Health Convention art. 1(a-b), 1981, available at 
http://www.ilo.org/dyn/normlex/en/f?p=NORMLEXPUB:55:0:::55:P55_TYPE,P55_LANG,P55_DOCUMEN
T,P55_NODE:SUP,en,P155,/Document [hereinafter Protocol of 2002].  

4
 ICESCR General Comment 14, supra note 1, at 14(15). 
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Millions of persons are exposed to physical, chemical, biological, and 

psychosocial hazards in their workplace environments.5 Physical hazards encompass 

unreasonably arduous physical workloads and ergonomically deficient working 

conditions which may result in injuries or musculoskeletal disorders.6 Other physical 

hazards include “noise, vibration, ionizing and non-ionizing radiation, heat and other 

unhealthy microclimatic conditions that can adversely affect health .”7 Regarding 

chemical hazards, over three hundred chemicals commonly used in workplaces around 

the world have been identified as carcinogens.8 On a psychosocial level, working in a 

stressful work environment is strongly correlated with an increased incidence of 

cardiovascular diseases (such as hypertension) and mental disorders.9  

Looking at Latin America specifically, millions of Latin Americans are subject to 

the risk of exposure to hazards in the workplace10 as their governments fail to 

progressively realize “safe and healthy working conditions.” For instance, Guatemalan 

workers are regularly fired for removing themselves from dangerous conditions in the 

workplace, and enforcement of occupational safety and health law is lax.11 “Employers 
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 ANTONIO GIUFFRIDA, ROBERT F. IUNES, & WILLIAM D. SAVEOFF, ECONOMIC AND HEALTH EFFECTS OF 

OCCUPATIONAL HAZARDS IN LATIN AMERICA AND THE CARIBBEAN 3 (Inter-American Development Bank 2001), 
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7
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 Id. at 3. 
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 Id. at 4. 
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 Id. at 3. 
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 CAFTA LABOR RIGHTS REPORT -  COSTA RICA, DOMINICAN REPUBLIC, EL SALVADOR, GUATEMALA, 

HONDURAS AND NICARAGUA 94 (June 2005), available at 

http://www.dol.gov/ilab/media/reports/usfta/DRLaborRights.pdf. 
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are not always sanctioned for safety and health violations, and labor inspectors often fail 

to investigate industrial accidents fully or to assign responsibility for negligence.
 

Historically, the corps of labor inspectors has suffered from inadequate resources, 

corruption, and a lack of respect among employers.”12  In 2003, Nicaragua had less 

than one hundred labor inspectors for the entire country, and those inspectors rarely 

issued monetary penalties for labor violations.13 The garment industry is a particularly 

serious violator of labor laws; “[a]ccording to a survey conducted by a Nicaraguan NGO, 

workers in the garment industry complained of respiratory problems, skin allergies, back 

aches and muscular pains caused from repetitive motion, and psychological stress 

caused by working long hours under pressure to meet high quotas. Fifty-two percent of 

the workers found that the heat levels in the factories were intolerable. Seventy-one 

percent of the workers interviewed had never received any instructions about fire safety, 

and sixty-three percent were not aware of any evacuation procedure in case of fire.14 In 

2003, El Salvador only had sixty-two employed labor inspectors, and “according to 

Human Rights Watch, inspectors in El Salvador conduct inspections but fail to issue 

findings or impose sanctions and may improperly apply the law. Human Rights Watch 

has also alleged that inspectors fail to interview workers and base their findings solely 

on employer testimony and company records.”15 In the Dominican Republic (DR), a 
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 Id. at 140. 
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 Id. at 69. 
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mere two hundred inspectors in 2004 were charged with the responsibility of enforcing 

all of the occupational safety/health, minimum wage, and child labor laws.16  

The risk of occupational diseases and accidents in Latin America is further 

exacerbated by high levels of informal employment;17 since 1982, the informal sector 

has accounted for 80% of job creation in Latin America18 and, as of 2007, accounted for 

nearly 50% of overall employment19. Informal employers are much less likely to be 

monitored by the government for occupational health hazards and thus have less 

incentive to monetarily invest in protecting and promoting workers’ health; additionally, 

given high turnover in the informal sector, these employers are also less prone to 

satisfactorily train workers in safety protocols or how to handle hazardous materials.20  

Moreover, they seldom offer health insurance, and the lack of organized unions in the 

informal sector results in the lack of an advocate on behalf of workers for health-related 

changes.21 It is estimated22 that occupational accidents and diseases in Latin America 

are the cause of only 3% of deaths annually, but given that most work-related deaths 

are suffered by those of relatively young age, a more refined analysis of the burden of 
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 Id. at 47. 
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 GIUFFRIDA, supra note 5, at 4-5. 
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COMPASS 214, 215 n.1 (2009). 
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 ILO, 2007 LABOUR OVERVIEW. LATIN AMERICA AND THE CARIBBEAN 23, available at 
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occupational accidents and death is 1,973,000 YPLL’s (years of potential life lost)23 and 

1,708,000 YLD’s (years lived with disabilities), higher than any global region other than 

China and costing Latin America nearly 10% of its GDP annually.24 As a point of 

comparison, the burden of occupational accidents and disease in the EU is only 3% of 

GDP.25  

Like access to medicine, different FTAs promote occupational health in varying 

ways, and this Chapter evaluates the substantive and procedural provisions of these 

FTAs according to the “human rights impact assessment” framework by measuring the 

impact of these provisions on the capacity of a state to meet its responsibilities under 

the ICESCR to progressively realize this component of the right to health and on the 

capacity of individuals and groups to have practicable access to this area of the right to 

health in the manners described by ILO and WHO documents. Section 1 examines the 

substantive occupational health provisions in International Labour Organization (ILO) 

and WHO conventions, and Sections 2-5  analyze the impact on occupational health of 

NAFTA, the Jordanian FTA, CAFTA-DR, and the “New Trade Policy for America” FTAs 

(between the U.S. and Colombia, Panama, and Peru), respectively. Based on the 

analyses of those FTAs, Section 6 provides a framework for ideal FTA provisions 

addressing occupational health.   
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 YPLL measures premature mortality by calculating the numeric difference between a predetermined 

end point age (typically, seventy-five years of age) and the age at death for a death that occurred prior to 
that end point age. Years of Potential Life Lost, NATIONAL ASSOCIATION FOR PUBLIC HEALTH STATISTICS, 
http://www.naphsis.org/Documents/YPLL.pdf.  

24
 Id. at 15. 
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 EUROPEAN AGENCY FOR SAFETY AND HEALTH AT WORK, NATIONAL ECONOMICS AND OCCUPATIONAL SAFETY 

AND HEALTH 1 (2007), available at https://osha.europa.eu/en/publications/factsheets/76.  
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Section 1: Occupational Health Standards under ILO and WHO Conventions 

Under the Universal Declaration of Human Rights (UDHR), which constitutes 

binding customary international law,26 “everyone has the right to . . . just and favourable 

conditions at work,”27 and besides the right to health, “safe and healthy working 

conditions” also comprise a specific component of the right to work, protected in both 

the UDHR and the ICESCR28.  Due to this connection with the workplace, the steps to 

respect, protect, and fulfill “safe and healthy working conditions” have been enveloped 

into labor standards. The U.S. includes “acceptable conditions of work with respect to . . 

. occupational safety and health” in its “international labor standards,”29 and while this 

provision has not been incorporated into the ILO core labor standards,30 the ILO has 

adopted several conventions which address occupational health, such as the 

Occupational Safety and Health Convention and the Occupational Health Services 
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 Eleanor D. Kinney, The International Human Right to Health: What Does This Mean for our Nation and 

World, 34 IND. L. REV. 1457, 1464 (2001). 

27
 The Universal Declaration of Human Rights art. 23(1), G.A. Res. 217, U.N. GAOR, 3d Sess., U.N. Doc. 
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 Charles B. Rangel, Moving Forward: A New Bipartisan Trade Policy that Reflects American Values, 45 
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Files/UploadedFiles/B9B769AA-9547-4CCE-8392- B2CC93E62A3D_Labour 
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 The ILO adopted the ILO Declaration on Fundamental Principles and Rights at Work which recognized 

four categories principles regarding fundamental rights: “(a) freedom of association and the effective 
recognition of the right to collective bargaining; (b) the elimination of all forms of forced or compulsory 
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employment and occupation.” ILO, ILO Declaration on Fundamental Principles and Rights at Work art. 2 
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Convention, conventions which address specific risks (such as hazardous chemicals) 

and codes of practice to provide templates for national laws regarding safety and health 

in the workplace. 

Occupational Safety and Health Convention 

Turning first to the Occupational Safety and Health Convention,31 this Convention 

provides that every worker, regardless of the economic sector, size of the company, or 

sort of assignment or occupation within which the worker is employed, has a right to 

occupational health and safety32. Each state party to this convention is called to 

establish, execute, and periodically review a national policy to “prevent accidents and 

injury to health arising out of, linked with or occurring in the course of work, by 

minimi[z]ing, so far as is reasonably practicable, the causes of hazards inherent in the 

working environment.”33 Furthermore, these policies should address the key elements of 

working conditions: workplace factors (workplace design, “working environment, tools, 

machinery and equipment, chemical, physical and biological substances and . . . work 

processes”); execution of work in those workplaces (supervisions of work, use of 

equipment, and “adaptation of . . . working time, organi[z]ation of work and work 

processes to the physical and mental capacities of the workers”); provision of 

information, training, and certification regarding the proper installation, use, and hazards 

of machinery, equipment, and biochemical agents; communication among all levels of 
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 ILO, C155 - Occupational Safety and Health Convention, 1981 (No. 155), 67th ILC sess. Geneva, 

(entered into force Aug. 11, 1983), available at http://www. 

ilo.org/dyn/normlex/en/f?p=1000:12100:0::NO::P12100_INSTRUMENT_ID:312300.  
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 Id. at art. 2. 
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 Id. at art. 4(2).  
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the workplace; and protection of workers who voice health and safety concerns.34 State 

parties are called to establish laws and regulations to give effect to those national 

policies and to enforce them through inspections, monetary penalties, and the 

progressive realization of regulations regarding the determination of banned or limited 

work processes or substances in the workplace, establishment of mandatory trainings 

for the use of certain types of equipment, and notification, investigation, and publication 

of occupational accidents and disease incidents.35  

The Protocol of 2002 to the Occupational Safety and Health Convention36 

provides further standards for the reporting of occupational accidents, occupational 

diseases (and suspicions of possible diseases), dangerous occurrences (events, 

defined under law or regulation, that may result in death or personal injury to an 

employee or member of the public), commuting accidents (between the workplace and 

either a worker’s primary residence or the location where a worker typically takes a 

meal or receives remuneration) and suspected cases of occupational diseases and 

delineates the responsibilities of employers and state authorities.37 Of particular note 

are the duties of employers to provide information to employees on how to report 

occupational diseases and accidents and to “refrain from instituting retaliatory or 

disciplinary measures against a worker for reporting an occupational accident, 

occupational disease, dangerous occurrence, commuting accident or suspected case of 
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 Id. at art. 5.  
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 Id. at arts. 5(c), 8, 9, 11. 
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 Protocol of 2002, supra note 3. 
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 Id. at arts. 1-7. 
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occupational disease.” 38 Regarding Latin America, Brazil, El Salvador, Mexico, and 

Uruguay have ratified the Occupational Safety and Health Convention, and only El 

Salvador has ratified the Protocol of 2002.39  

Occupational Health Services Convention 

The Occupational Health Services Convention40 addresses “occupational health 

services” which are proactive services designed to further the necessary preconditions 

“for establishing and maintaining a safe and healthy working environment which will 

facilitate optimal physical and mental health in relation to work [and] the adaptation of 

work to the capabilities of workers in the light of their state of physical and mental 

health.”41 Analogous to the Occupational Health and Safety Convention, state parties to 

this Convention are bound to “formulate, implement and periodically review a coherent 

national policy on occupational health services” and progressively institute and 

strengthen occupational health services for workers in every economic sector.42 As 

occupational health services are progressively developed, they should include the 

following functions where appropriate: evaluation of health hazards in the work 
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 Id. at art. 3(a)(ii, iv). 
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environment, “surveillance of the factors in the working environment and working 

practices which may affect workers' health, including sanitary installations, canteens 

and housing where these facilities are provided by the employer,” assessment of health-

related aspects of machinery and equipment,  vocational rehabilitation services, 

education regarding occupational hygiene, the installation of and training for protective 

equipment and security devices, and first aid/emergency treatment.43 State parties are 

called to establish occupational services through laws and regulations and collective 

agreements among employers and employees.44 Regarding Latin America, Brazil, 

Chile, Colombia, Guatemala, Mexico, and Uruguay have ratified the Occupational 

Health Services Convention.45 

WHO 

Furthermore, the World Health Organization (WHO) Constitution delineates that 

the “prevention of accidental injuries and the promotion of improvement of working 

conditions” is one of the functions of WHO.46 In the 1994 Global Strategy on 

Occupational Health for All and the 2006 Declaration on Workers’ Health, occupational 

health is broadly defined as encompassing access to primary healthcare for all workers, 

limiting or preventing access to hazardous agents, disease prevention, physical and 
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mental health promotion, and reaching out to workers’ communities and families.47 

“Modern legislation and its enforcement, engineering control, education and services for 

occupational health and safety provide good opportunities for improving the health of 

workers and promot[ing] a culture of health and safety at work.”48 

Given these documents which elucidate the steps that states ought to take to 

promote safe and healthy working conditions and thus progressively realize access to 

the right to health for their populations, the next question becomes how to best execute 

and enforce these steps. Of particular concern is enforcement since ILO conventions 

incorporate reporting requirements but lack enforcement mechanisms. As with access 

to essential medicines in Chapter I, FTAs offer an advantageous avenue for bolstering 

access to health in the workplace through the incorporation of provisions into FTAs 

which address the steps called for by the ILO and WHO regarding occupational health 

and, most importantly, provide methods for the execution and enforcement of these 

provisions through each FTA’s dispute resolution mechanism. Moreover, enforcing 

substantively-equivalent occupational health provisions among states in a FTA can 

prevent a “race to the bottom” in occupational health (in order to “better” compete with 

lower costs), and FTAs even offer a framework for positive change through 

“collaborative standard-setting, sharing of the technical information on which standards 

are based and harmonization of disparate standards up to high levels.”49 FTAs such as 
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NAFTA, the Jordanian FTA, CAFTA-DR, and the “New Trade Policy for America” FTAs 

promote occupational health in varying ways, and the following sections evaluate their 

provisions according to the “human rights impact assessment” framework.  

Section 2: NAFTA 

NAFTA was the first FTA to significantly incorporate labor provisions.50 NAFTA’s 

labor provisions are delineated in a side agreement which was the result of the 1992 

U.S. presidential election of Bill Clinton.51 President George H.W. Bush had already 

negotiated NAFTA during his term, but forecasts of substantial job losses stemming 

from the implementation of NAFTA became a significant campaign issue with Ross 

Perot’s memorable metaphor of a “great big sucking sound” of jobs being pulled into 

Mexico.52 Straddling the camps of “free-traders” and labor/environmental activists, 

Clinton crafted a compromise position by negotiating a side agreement to NAFTA (after 

his election it would be too late to restart negotiations of the main agreement).53 The 

resulting North American Agreement on Labor Cooperation (NAALC) went into effect 

with NAFTA on January 1, 1994.54  
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Provisions 

Annex 1 of NAALC delineates eleven guiding labor principles which the state 

parties are bound “to promote, subject to each Party’s domestic law, but do not 

establish common minimum standards for their domestic law.”55 The ninth principle is 

“[p]revention of occupational injuries and illnesses: [p]rescribing and implementing 

standards to minimize the causes of occupational injuries and illnesses.”56 Article 2 

further clarifies that NAALC contains no substantive standards for labor laws: 

“recognizing the right of each Party to establish its own domestic labor standards, and 

to adopt or modify accordingly its labor laws and regulations, each Party shall ensure 

that its labor laws and regulations provide for high labor standards, consistent with high 

quality and productivity workplaces, and shall continue to strive to improve those 

standards in that light.”57 

While NAALC does nothing to advance the substantive provisions of the afore-

described ILO occupational health conventions, it does call for state parties to “promote 

compliance with and effectively enforce its labor law through appropriate government 

action” such as reporting and inspections.58 The primary “value-added” of NAALC is its 

establishment of a process for complaints to be brought regarding the failure of state 

parties to effectively enforce their laws relating to the eleven guiding labor principles; 

moreover, prevention of occupational illness and injuries, along with child labor 
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protections and minimum wage standards, are the three principles for which sanctions 

may be issued as a consequence for failure to enforce related laws.59  

An individual or group may bring a complaint (“submission”) regarding one state 

party’s failure to effectively enforce its laws related to occupational health to the 

National Administrative Office (NAO) of another state party.60  Each state party has a 

NAO within its labor department to receive submissions, ascertain their validity, and 

determine if and what steps are to be taken in response.61 If the NAO to which the 

submission is brought chooses to pursue it, the first step is collaborative consultations 

between that NAO and the NAO of the state in which the issue raised in the submission 

occurred; if the issue is not resolved during those consultations,62 then the NAO may 

refer it to the Ministerial Council (MC) (composed of the labor ministers of the state 

parties)63. If the MC also fails to resolve the issue and the issue addresses “patterns of 

practice” in enforcing standards  regarding the prevention of occupational illnesses and 

injuries, is trade-related, and  is covered by mutually recognized labor laws, then either 

the MC or a state party may refer the submission to a three-member Evaluation 

Committee of Experts (ECE).64 An ECE is created from a standing list of experts and 

has the power to investigate the issue and make recommendations to the MC to which 
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state parties may respond.65 If resolution is still unattainable after the MC’s review of the 

ECE’s recommendations, then, if approved by at least 2/3 of the MC, submissions may 

be referred to a five-member Arbitral Panel (AP).66  The AP will then ascertain whether 

there has been a “persistent pattern of failure . . . [of a state party] to effectively enforce 

its occupational and health . . . standards” and provide recommendations or an action 

plan.67 If these recommendations/actions plan are not executed, then the AP may issue 

a monetary enforcement assessment to be used by the violating state party to bolster 

enforcement of the neglected laws.68 However, if the assessment is not paid, sanctions 

may be imposed with maximum penalties being suspension of NAFTA benefits to the 

amount of the monetary assessment (which may be no greater than NAFTA benefits 

from tariff reductions) for one year.69  

Complaints brought under the Provisions of NAALC 

Since 1994, eight submissions have been brought before the U.S. NAO for 

failure of Mexico to effectively enforce its occupational health and safety laws.70 Five 

were referred to the MC, one was resolved at the NAO level, one was withdrawn, and 

one was denied review by the U.S. NAO.71 Issues raised in the submissions included 

high levels of asbestos, lack of protective equipment, insufficient training in the handling 
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of chemical substances, toxic warnings not written in Spanish, hearing loss, respiratory 

disease, inoperative safety equipment, and lack of training in the usage of safety 

equipment.72 Results from these submissions ranged from the establishment of working 

groups of occupational health experts to determine solutions, a Mexican public 

awareness campaign regarding governmental legal assistance available to workers in 

cases related to the protection from and compensation for occupational injuries and 

diseases, the ceasing of compulsory pregnancy testing of female public employees and 

dismissal if pregnant (though this practice persists in the private sector),73 and, in one 

instance, the transfer of workers to a safer facility74. Other general positive effects of 

NAALC include increased cross-border NGO cooperation, slightly increased 

transparency (NAOs are to provide each other with any relevant publicly available 

information when discussing a submission), and heightened attention by the press to 

issues raised in NAALC submissions.75 However, it has been argued that the positive 

power of the NAALC dispute resolution process has been curtailed by how individuals 

and groups are free to make submissions to national NAOs, but then it is entirely the 

prerogative of NAOs and then national Labor Ministers to take the next necessary steps 

for investigating alleged lack of effective enforcement of labor laws.  Furthermore, 

regarding occupational health, no submissions have reached the ECE or AP stages.  
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Effects 

In terms of a human rights impact assessment, NAALC’s effect on the ability of 

states to meet their responsibilities under the right to health relating to safe and healthy 

working conditions has been largely limited to NAALC’s call for state parties to 

cooperate regarding the promotion of the eleven labor principles76 which has spawned 

many seminars and studies that have “deepened the reservoir of comparative labor law 

and industrial relations expertise among the three countries…[and] have encouraged 

development of a tri-national web of contacts”77 among labor unions, NGOs, 

governments, and employers. However, NAALC did not create any specific 

mechanisms for that burgeoning knowledge to be channeled into effecting measurable 

positive changes. Regarding individuals’ and groups’ practicable access, positive 

changes have been largely constrained to the ability to make submissions to national 

NAOs.  

Additionally, NAALC largely fails as a tool for promoting the establishment of the 

substantive provisions of the ILO occupational health conventions as law and enforcing 

that substantive content. NAALC’s most significant hindrance is its complete failure to 

delineate substantive requirements for progressive changes in occupational health laws 

and regulations. Enforcement is also constrained by the NAO submission process, and 

this is further restricted by how Article 43 of NAALC bars a state party from providing for 

a right of action under its domestic law against another state party on the grounds that it 
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had failed to effectively enforce its laws relating to occupational health and safety.78 One 

proposed amendment to NAFTA (though extremely unlikely) and also a proposed 

provision for future FTAs  is the incorporation of an express private right of action for 

workers, unions, and other groups to bring legal actions against corporations which 

operate in two or more state parties in the domestic courts of one of those states for 

FTA violations79. In addition, parent corporations could be made fully liable for FTA 

violations of their subsidiaries and, if liable, incur loss of trade benefits under the FTA.80  

Section 3: U.S.-Jordan FTA 

Provisions 

Akin to its provisions regarding access to medicine, the U.S.-Jordan FTA 

(Jordanian FTA) contains occupational health provisions that mark a departure from 

prior agreements. Article 6(3) of the Jordanian FTA notes that while “[r]ecognizing the 

right of each Party to establish its own domestic labor standards . . . each Party shall 

strive to ensure that its laws provide for labor standards consistent with the 

internationally recognized labor rights set forth in paragraph 6 and shall strive to 

improve those standards in that light;” one of those listed rights is “acceptable 

conditions of work with respect to . . . occupational health and safety.”81 The key 

distinctions from NAFTA are that these provisions appear in the body of the text, not in 

a side agreement, and state parties are bound to go beyond the effective execution of 
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national labor laws (compulsory under both NAFTA and the Jordanian FTA 82) to make 

good-faith efforts to ensure that domestic laws establish standards for occupational 

health and safety which are consistent with international standards. However, this 

provision is markedly softened by use of the term “strive to ensure” instead of the term 

“shall not fail to” which precedes “effectively enforce its labor laws.”83 Nevertheless, a 

complaint for failure to “striving to ensure” the establishment and strengthening of laws 

related to occupational safety and health could be framed in the same manner as the 

violation of a “positive” right (a state has an affirmative obligation) in the ICESCR: a 

state has failed to use its best efforts and take continual steps to progressively realize 

safe and healthy working conditions.84  

Under the dispute resolution mechanisms of the Jordanian FTA, one of the state 

parties could request consultations with the other party to discuss that party’s failure to 

“strive to ensure” laws providing for occupational safety and to continuously strengthen 

those laws.85 (Like NAFTA, there is no mechanism for individuals or groups to initiate a 

complaint; they can only make submissions to the state parties.)86 If consultations 

between the state parties are fruitless, then the issue could be referred by a state party 

to a special session of the Joint Committee (composed of representatives of the two 

state parties and chaired by the U.S. Trade Representative and his Jordanian 
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counterpart).87 If the Joint Committee is unable to resolve the dispute, then a dispute 

settlement panel will be formed (each state party will choose a representative and those 

two representatives will choose a third).88 The panel will investigate and provide a non-

binding report to the Joint Committee.89 If, after analyzing the report, the Joint 

Committee is still unable to resolve the dispute, then the state party which brought the 

complaint may “take any appropriate and commensurate measure”90 which is presumed 

to encompass sanctions or loss of benefits under the Jordanian FTA 91. 

 Unlike NAFTA, there is no provision in this FTA calling for cooperation in 

promoting occupational safety and health,92 but cooperation between the U.S. and 

Jordan has nonetheless blossomed. One example is ILO: Better Work Jordan (BWJ). 

“Funded [annually] by Jordan (US$1.05 million), USAID (US$2.7 million) and factory 

participation fees (US$0.58 million) . . . factory assessments undertaken by BWJ 

include . . . child labour, forced labour, trafficking, wages, working hours, occupational 

safety and health, and dormitory conditions. Though initially a voluntary program . . . 

Jordan decided in March 2010 to make factory participation mandatory.”93 The ILO also 

noted its satisfaction with Jordan’s progress in this area.94  
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Effects 

In terms of a human rights impact assessment, cooperative activities like BWJ 

have bolstered Jordan’s capacity to progressively realize safe and healthy working 

conditions. Regarding the capacity of individuals and groups to have practicable access 

to this area of the right to health in the manners described by ILO and WHO documents, 

the provision in Article 6(3) delineating that state parties “strive to ensure that its laws 

provide for labor standards consistent with internationally recognized labor rights” 

greatly bolsters individuals’ access if such laws are enacted and continuously improved. 

No evidence was found of a violation being brought before the Joint Committee 

regarding this article, so its practical efficacy for Jordanians is not clear. However, it 

provides a strong model for future FTAs, a model which could be further bolstered 

through specifically delineating that the labor standards consistent with occupational 

health and safety are those delineated in the ILO Occupational Safety and Health 

Convention, ILO Occupational Health Services Convention, and WHO Declaration on 

Workers’ Health and also by permitting individuals or groups to initiate complaints 

regarding a state party’s failure to implement and continuously improve its laws related 

to those standards.  

Section 4: CAFTA-DR 

Provisions 

CAFTA-DR Article 16.1.2 encompasses the same language as the Jordanian 

FTA: “recognizing the right of each Party to establish its own domestic labor standards . 
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. . each Party shall strive to ensure that its laws provide for labor standards consistent 

with the internationally recognized labor rights set forth in Article 16.8 and shall strive to 

improve those standards in that light;” “acceptable conditions of work with respect to . . . 

occupational safety and health” is one of the rights listed in Article 16.8(e).95 Again using 

the same language as the Jordanian FTA: each “[p]arty shall not fail to effectively 

enforce its labor laws, through a sustained or recurring course of action or inaction, in a 

manner affecting trade between the Parties.”96 The weighty difference between these 

two FTAs lies in dispute resolution: only the persistent failure of a state party to enforce 

its own labor laws is subject to binding dispute settlement and sanctions under Article 

20; alternatively, obligations under Article 16.1.1-2 to strive to ensure that acceptable 

conditions of occupational health and safety are recognized and protected by law, that 

these laws are consistent with international standards, and to improve these laws are 

not subject to binding dispute resolution and sanctions.97 During CAFTA-DR 

discussions in the U.S. House of Representatives Ways and Means Committee, several 

Representatives argued that since Central American states needed assistance in both 

strengthening and enforcing labor laws, merely compelling enforcement was 

inappropriate.98 “Even the best enforcement of inadequate laws can never yield 

acceptable results. Indeed, Congress would never approve an agreement that requires 
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merely that our trading partners enforce their existing laws in other areas, such as 

intellectual property rights.”99 Instances of these inadequate laws are found in Honduras 

and the DR where workers have neither the legal right to remove themselves from 

unsafe working conditions nor legal protection from their employers if they choose to 

leave regardless.100 

Concerning dispute resolution for failure to effectively enforce current labor laws, 

under Article 16.6.1, one state party may request government-to-government 

consultations with another state party regarding the alleged lack of effective 

enforcement of a labor law in the territory of that state.101 State parties must cooperate 

to attempt to form a solution and in doing so may obtain technical assistance or 

establish expert working groups;102 if a solution is not reached after sixty days, then a 

state party may call for a meeting of the Free Trade Commission (composed of cabinet-

level representatives of the state parties, as delineated in Annex 19.1, or their 

designees)103. If a solution is not reached within thirty days of the Free Trade 

Commission meeting, then the state party which requested that meeting may request 

that an arbitral panel of three individuals be assembled.104 CAFTA-DR calls for the 

institution of a roster of individuals to serve as panelists in matters of labor dispute.105 
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Labor roster members are to be chosen “strictly on the basis of objectivity, reliability, 

and sound judgment,” are not to be affiliated with any political party, and are to “have 

expertise or experience in labor law or its enforcement, international trade, or the 

resolution of disputes arising under international agreements.”106 The panel then 

conducts a review of the alleged lack of effective enforcement; 107  if the panel finds that 

a state party is not effectively enforcing its law(s), then the state parties themselves 

have an opportunity to resolve the dispute through a mutually satisfactory action plan108. 

If the dispute cannot be cooperatively resolved, then an annual monetary penalty of a 

maximum of $15 million (USD) may be imposed until the violating state party comes into 

compliance.109 The penalty payments are deposited in a fund to be used for labor 

initiatives such as enforcement of the unenforced law in the territory of the state party in 

violation.110 If that state party fails to pay the penalty, the other state party may take 

steps to collect, such as the temporary suspension of tariff benefits equivalent to the 

value of the penalty; however, the decision to suspend trade benefits must be balanced 

with the “objective of eliminating barriers to trade and while seeking to avoid unduly 

affecting parties or interests not party to the dispute.”111 

A third obligation under CAFTA-DR Article 16 (though again not subject to 

dispute resolution and sanctions under Article 20) is that the state parties will establish a 
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Labor Cooperation and Capacity Building Mechanism (CBM) in order to foster 

“opportunities to improve labor standards[] and to further advance common 

commitments regarding labor matters.”112  The CBM’s objective is to “initiate bilateral or 

regional cooperative activities on labor issues,” addressing issues such as the 

“mechanisms for supervising compliance with statutes and regulations pertaining to . . . 

occupational health and safety.”113  The U.S. government provided over $142 million 

(USD) to the CBM between 2005 and 2010, and priorities for expenditures stemmed 

from the findings of the 2005 “White Paper” of the Working Group of the Vice Ministers 

Responsible for Trade and Labor in the Countries of Central America and the 

Dominican Republic.114 One $3 million project implemented by Social Accountability 

International (SAI) focused on particular agricultural communities in Honduras, 

Nicaragua, and the DR to develop and execute action plans to advance compliance with 

occupational safety and health regulations and bolster mechanisms for workers to 

exercise their rights.115 An additional $2 million was directed to Continuous 

Improvement in the Central American Workplace (CIMCAW) which “trains workers and 

management on how to exercise rights and responsibilities under ILO conventions, 

national laws and codes of conduct” regarding areas including occupational health and 
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safety.116 CIMCAW has provided information on labor rights to 40,000 people, trained 

over 400 workers in the DR, Guatemala, and Honduras, trained over 300 inspectors in 

national Ministries of Labor, and written training manuals.117  

Complaints brought under the Provisions of CAFTA-DR 

While several claims have been submitted to arbitration under the provisions 

delineated in CAFTA-DR Article 10 Section B: Investor-State Dispute Settlement,118 the 

first119 request for the establishment of an arbitral panel to investigate the alleged failure 

of a state party to effectively enforce its labor laws was by the U.S. on August 9, 2011, 

regarding Guatemala.120 On July 30, 2010, the U.S. had, pursuant to CAFTA-DR Article 

16.6.1, requested consultations with the government of Guatemala regarding “issues 

and matters related to Guatemala’s obligations under Article 16.2.1(a)” based on the 

results of an eleven-month long investigation.121 The collection and analysis of factual 

and legal evidence had identified specific instances, regarding the laws protecting the 

“rights of association, to organize and bargain collectively, and acceptable conditions of 

work,” of failures by Guatemalan state actors to investigate alleged violations, take legal 
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action once a violation had been confirmed, and enforce orders granted by the Labor 

Court.122 The U.S. and Guatemalan governments then held two rounds of consultations, 

and in May 2011, the U.S. Trade Representative (USTR) requested a meeting of the 

Free Trade Commission to review the allegations.123 After a meeting of the Free Trade 

Commission on June 7, 2011, significant efforts were made to agree upon a satisfactory 

enforcement plan, but those efforts were ultimately fruitless.124 According to USTR Ron 

Kirk, “‘[w]hile Guatemala has taken some positive steps, its overall actions and 

proposals to date have been insufficient to address the apparent systemic failures. We 

need to see concrete actions to protect the rights of workers as agreed under our trade 

agreement, and we are prepared to act to obtain enforcement of those rights when and 

where necessary’.”125 Guatemalan Economy Minister Luis Velasquez responded to the 

arbitral panel request by arguing that there was no basis for the allegations of lack of 

enforcement.126 No evidence was found regarding whether an arbitral panel was 

established and, if so, the results of its review.  

Effects 

In terms of a human rights impact assessment, the CBM has provided 

opportunities and funding for bolstering state parties’ capacities to progressively realize 

“safe and healthy working conditions.” However, like NAALC, CAFTA-DR’s power to 
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effect positive change is constrained to enforcing provisions already enacted as 

domestic law since CAFTA-DR fails to delineate substantive requirements for 

occupational health laws and regulations or promote the establishment of the 

substantive provisions of the ILO occupational health conventions as law. Instead of 

building upon the Jordanian FTA’s provisions regarding substantive law, CAFTA-DR 

was a step backwards. Among the CAFTA-DR states, only El Salvador has ratified the 

Occupational Health and Safety Convention and Guatemala the Occupational Health 

Services Convention; therefore, there is ample room for improvement by calling upon 

the other state parties to encompass those conventions’ provisions in their domestic 

laws. And while laws on the books are not helping anyone if not enforced, given 

CAFTA-DR’s dispute resolution mechanism, there is an increased probability that such 

laws would be more strongly enforced due to increased public and international 

awareness and the threat of sanctions. Regarding access of individuals and groups to 

“safe and healthy working conditions,” they can attempt to draw attention to a state 

party’s failure to effectively enforce its labor laws, but state parties have complete 

discretionary power regarding what investigatory steps to take after an alleged instance 

of lack of enforcement in another state party is brought to their attention.  

Section 5: “New Trade Policy for America” FTAs  

Provisions 

As previously noted, many U.S. Congressmen were concerned about the dearth 

of “meaningful and enforceable commitments to uphold basic, internationally-recognized 

labor standards” in CAFTA-DR.”127 As a result, they fought to ensure that a true 
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commitment to labor standards was a tenet of the “New Trade Policy for America” which 

formed the basis of access to medicine, environmental, and labor provisions in the U.S. 

FTAs with Colombia, Panama, and Peru.128 Under these FTAs,  

Each Party shall adopt and maintain in its statutes and regulations, and 
practices there under, the following rights, as stated in the ILO Declaration 
on Fundamental Principles and Rights at Work and its Follow-up (1998) 
(ILO Declaration):  

(a) freedom of association;  

(b) the effective recognition of the right to collective bargaining;  

(c) the elimination of all forms of compulsory or forced labor;  

(d) the effective abolition of child labor and, for purposes of this 
Agreement, a prohibition on the worst forms of child labor; and  

(e) the elimination of discrimination in respect of employment and 
occupation.129 

These are the first FTAs in which the failure to respect, protect, and fulfill ILO 

obligations will result in identical consequences as violations of any other FTA 

provision.130 This provision is significantly stronger than its counterparts in CAFTA-DR 

and the Jordanian FTA since state parties “shall adopt and maintain” such laws (not 

“strive to ensure”131) and this provision is subject to the same dispute resolution 
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mechanisms as all other provisions132. Like the other FTAs, each state party “shall not 

fail to effectively enforce its labor laws . . . through a sustained or recurring course of 

action or inaction.”133 However, unlike previous FTAs, each state party does not “retain[] 

the right to exercise discretion with respect to investigatory, prosecutorial, regulatory, 

and compliance matters”134 regarding these laws.  Additionally, CAFTA-DR state parties 

have the right to “make decisions regarding the allocation of resources to enforcement 

with respect to other labor matters determined to have higher priorities.”135 But under 

“New Trade Policy” FTAs,  

[a] decision a Party makes on the distribution of enforcement resources 
shall not be a reason for not complying with the provisions of this Chapter. 
Each Party retains the right to the reasonable exercise of discretion and to 
bona fide decisions with regard to the allocation of resources between 
labor enforcement activities among the fundamental labor rights.136 

Of great relevance to this paper, however, state parties are only obliged to 

establish and execute laws related to the ILO core labor standards, which, unlike the 

U.S. “international labor standards,” do not encompass “acceptable conditions of work 

with respect to . . . occupational safety and health.” Therefore, while these FTAs have 

the potential for significantly more positive human rights impacts on other labor rights 

than previous FTAs, the same is not true for “safe and healthy working conditions.” 
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State parties are merely bound to enforce labor laws which include those addressing 

occupational health and safety.137  

The dispute resolution process of the “New Trade Policy” FTAs is identical to that 

of CAFTA-DR regarding cooperative labor consultations,138 a meeting with the Free 

Trade Commission (cabinet-level representatives of state parties),139 and the creation of 

an arbitral panel from an established roster140. However, if the parties are unable to 

agree upon a solution based on the recommendations of the arbitral panel’s final report, 

then the complaining state party may suspend benefits under the FTA.141 In determining 

which sectors to suspend benefits in, the complaining state “[p]arty should first seek to 

suspend benefits in the same sector or sectors as that affected by the measure or other 

matter that the panel has found to be inconsistent with the obligations of this 

Agreement.”142 If the violating state party believes these suspensions to be “manifestly 

excessive,” then it may request a review by the arbitral panel.143 Additionally, the 

violating party may pre-empt the imposition of sanctions by paying a monetary 
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assessment (fine) “equal to 50 percent of the level of the benefits the panel has 

determined . . . to be of equivalent effect or, if the panel has not determined the level, 50 

percent of the level that the complaining Party has proposed to suspend.”144 The 

monetary assessment is paid to the complaining party unless the Free Trade 

Commission concludes that circumstances warrant that the assessment goes into a 

fund and is “expended at the direction of the Commission for appropriate initiatives to 

facilitate trade between the disputing Parties including by further reducing unreasonable 

trade barriers or by assisting a disputing Party in carrying out its obligations under” the 

FTA.145 Notably, as opposed to CAFTA-DR, monetary assessments are not limited to 

$15 million (USD);146 this possible imposition of larger penalties could encourage states 

which are found to have not effectively enforced their labor laws to reach a cooperative 

solution with the complaining party or eliminate their non-conformities with the terms of 

the FTA. If a state party does the latter and the arbitral panel confirms that the state 

party is now in compliance, then the complaining state must reinstate trade benefits or 

the violating state may stop expending monetary assessments.  

Effects 

Analyzing these FTAs’ impacts on human rights, Labor Cooperation and 

Capacity Building Mechanisms147 (identical to that called for in CAFTA-DR) have been 

                                            
144

 U.S.-Colombia FTA, supra note 129, at art. 21.16.6; U.S.-Panama FTA, supra note 129, at art. 

20.15.6; U.S.-Peru FTA, supra note 129, at art. 21.16.6. 

145
 U.S.-Colombia FTA, supra note 129, at art. 21.16.7; U.S.-Panama FTA, supra note 129, at art. 

20.15.7; U.S.-Peru FTA, supra note 129, at art. 21.16.7. 

146
 CAFTA-DR, supra note 95, at art. 20.17.2.  

147
 U.S.-Colombia FTA, supra note 129, at art. 17.6; U.S.-Panama FTA, supra note 129, at art. 16.6; 

U.S.-Peru FTA, supra note 129, at art. 17.6. 



154 

established with the purpose of “advance[ing] common commitments regarding labor 

matters.” No evidence was found regarding the fruits of these Mechanisms of the “New 

Trade Policy” FTAs (likely due to their more recent implementation: Peru in 2009 and 

Panama and Colombia in 2012). However, like CAFTA-DR, they have the potential to 

bolster state parties’ abilities to execute their responsibilities related to the right to health 

component of “safe and healthy working conditions.” Apart from occupational health, the 

“New Trade Policy” FTAs greatly bolster individuals’ and groups’ access to their human 

rights. State parties are bound to establish and enforce laws related to the ILO core 

labor rights, and they no longer have discretion “with respect to investigatory, 

prosecutorial, regulatory, and compliance matters [regarding these laws] and to make 

decisions regarding the allocation of resources to enforcement with respect to other 

labor matters determined to have higher priorities.”  Both establishment and 

enforcement are subject to the FTA’s dispute resolution mechanisms, and the amounts 

of monetary assessments are not limited. However, like the previous agreements, 

individuals’ power is constrained by the restriction on state parties from creating a 

private right of action under their domestic laws against the other state party on the 

grounds that the latter had failed to conform to its FTA obligations. Additionally, state 

parties (not individuals or groups) must initiate cooperative labor consultations and the 

subsequent steps in the dispute resolution process.  

Section 6: Future FTAs 

Proposed Substantive Provisions 

From analyzing the impacts of these FTAs, it is clear that over time their 

potentials for positive impacts on human rights have expanded, but nevertheless, none 
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provides an ideal model for provisions regarding “safe and healthy working conditions.” 

Nonetheless, they do provide ideas for what one would look like. Building upon the 

“New Trade Policy” FTAs, a model provision could delineate that: 

Each Party shall adopt and maintain in its statutes and regulations, and 
practices there under, the following rights, as stated in the ILO Declaration 
on Fundamental Principles and Rights at Work and its Follow-up (1998) 
(ILO Declaration), [in addition to] the Freedom of Association and 
Protection of the Right to Organise Convention, 1948 (No. 87), the Right 
to Organise and Collective Bargaining Convention, 1949 (No. 98), Forced 
Labour Convention, 1930 (No. 29), the Abolition of Forced Labour 
Convention, 1957 (No. 105), the Minimum Age Convention, 1973 (No. 
138), Worst Forms of Child Labour Convention, 1999 (No. 182), the Equal 
Remuneration Convention, 1951 (No. 100), the Discrimination 
(Employment and Occupation) Convention, 1958 (No. 111),148 the 
Occupational Safety and Convention, 1981 (No. 155), and the 
Occupational Health Services Convention, 1985 (No. 161).  

This provision would require the adoption of laws regarding occupational health and by 

including ILO conventions beyond the ILO Declaration, states would be provided with a 

much more detailed framework for what their laws must address. This will streamline 

legislative drafting, and states’ capacities to progressively realize this component of the 

right to health will be significantly bolstered as states would know what steps they must 

take and for which steps they will require financial or technical assistance from other 

state parties, NGOs, or international organizations in executing. As all state parties in a 

FTA would be obliged to “adopt and maintain” laws fulfilling the objectives of the same 

conventions, this would greatly encourage cooperation among states and improve 

measuring and comparing progress among state parties. “Safe harbor” provisions could 

be inserted to shield state parties from submissions of alleged violations of an 

occupational health convention provision under the FTA’s dispute resolution framework 
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as long as that state party was making good faith efforts to progressively realize that 

provision. Additionally, benchmarks could be set by state parties and other 

organizations for compliance depending on the factual contexts of various situations. 

However, an ideal FTA would follow the “New Trade Policy”’s lead in that each state 

party will not “retain[ ] the right to exercise discretion with respect to investigatory, 

prosecutorial, regulatory, and compliance matters”149 regarding these laws, and “[a] 

decision a [state p]arty makes on the distribution of enforcement resources shall not be 

a reason for not complying with the [FTA’s] provisions.” 150  Each party “shall not fail to 

effectively enforce its labor laws, through a sustained or recurring course of action,”151 

as delineated in CAFTA-DR and the “New Trade Policy” FTAs.  

Proposed Dispute Resolution Mechanisms 

Regarding enforcement, NAALC, CAFTA-DR, and the “New Trade Policy” FTAs 

have very similar dispute resolution mechanisms (particularly the latter two). The 

differences lie in the amounts of monetary penalties. I believe that a mix of NAALC and 

the “New Trade Policy” FTAs offers the best method regarding penalties: under NAALC, 

if the recommendations/action plans of the arbitral panel (AP) are not executed, then 

the AP may issue a monetary enforcement assessment to be used by the violating state 

party to bolster enforcement of the neglected laws.152 However, if the assessment is not 

paid, sanctions may be imposed with maximum penalties being the suspension of 
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 CAFTA-DR, supra note 95, at art. 16.2.1(b).  
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NAFTA benefits to the amount of the monetary assessment (which may be no greater 

than NAFTA benefits from tariff reductions) for one year. 153 Under the “New Trade 

Policy,” there is also no express ceiling on the amount of the monetary assessment, but 

the complaining state party receives the assessment unless the Free Trade 

Commission concludes that circumstances warrant that the assessment goes into a 

fund and is “expended at the direction of the Commission for appropriate initiatives to 

facilitate trade between the disputing Parties including by further reducing unreasonable 

trade barriers or by assisting a disputing Party in carrying out its obligations under” the 

FTA.154 As these FTAs should be structured to bolster states’ capabilities to 

progressively realize the right to health, I believe that, barring unusual circumstances, it 

is best for the monetary assessment to always be channeled back into the violating 

state (as under NAALC) but should be executed at the direction of the FTA Commission 

(as under “New Trade Policy” FTAs) to ensure that the funds are appropriately used to 

assist the violating state party in executing its obligations under the FTA. The 

Commission and state parties could also cooperate with an organization like the Labor 

Cooperation and Capacity Building Mechanism (CBM) created under CAFTA-DR and 

the “New Trade Policy” FTAs to determine how to best expend the funds.  

Rewarding Positive Steps 

Coupled with using sanctions as a tool for effecting positive change instead of 

punishment (and possibly causing job losses or decreases in living standards of 

individuals in the violating state), future FTA negotiators should consider incorporating 
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provisions like those in the U.S.-Cambodia Bilateral Textile Agreement. Under that 

agreement, U.S. quotas of Cambodian textile imports increase as Cambodia meets 

“obligations it undertook to improve enforcement of its own labor laws and to protect 

internationally recognized worker rights in the textile and apparel sector.”155  Under this 

agreement, there have been quantifiable positive changes regarding respect and 

protection of Cambodian workers’ rights.156 Reasons for this success include that the 

possible quota increase is determined on annual basis, so there is a close temporal 

association between the behavior of the firms and government and the fruits of that 

good behavior.157 Additionally, since individual firms will benefit from the quota increase, 

it is in their best interest to comply voluntarily.158 Also, since the quota increase hinges 

upon industry-wide behavior, there is peer pressure from other firms for all to comply.159 

Fourthly, the ILO monitors the behavior of firms and the government and reports its 

results publicly.160 Such an approach could be used in future FTAs to encourage states 

to take particular steps to progressively realize the right to health by easing trade 

restrictions that were not otherwise lifted under the terms of the FTA.161   
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Additional Steps to Boost Access to Healthy Working Conditions 

Lastly, given the provisions of enacted FTAs, it is critical, going forward, to 

bolster mechanisms for individuals and groups to make their voices heard. One 

possibility would be a transparent mechanism for review of complaints brought by 

individuals and groups for violations by other state parties of FTA provisions.162 There 

could be a set protocol for reviewing the substantive and legal allegations of these 

complaints, consolidating complaints of similar allegations, and making the results and 

reasoning of the review publicly available in order to foster accountability and provide 

other groups and organizations with information for future complaints, advocacy efforts, 

further investigation regarding the allegations of denied complaints, and then possibly 

lobbying for the allegations of  those complaints to be reviewed again. Another 

possibility (though unlikely) is removing the provision in future FTAs of barring state 

parties from “provid[ing] for a right of action under its law against any other [state p]arty 

on the ground that the other [state p]arty has failed to conform with its [FTA] 

obligations.”163 More likely would be the incorporation in future FTAs of an express 

private right of action for workers, unions, and other groups to bring legal actions 

against corporations which operate in two or more state parties in the domestic courts of 
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those state parties for violations of the FTA’s provisions and holding parent corporations 

liable for the acts of their subsidiaries.164  

Conclusion 

By analyzing the human rights impacts of previously-enacted FTAs, this Chapter 

has served to develop a framework for provisions of future FTAs to better foster 

conditions for positive human rights impacts related to “safe and healthy working 

conditions.” One possible future FTA which is currently being negotiated is the Trans-

Pacific Partnership (TPP) to which the U.S., Chile, Mexico, and Peru165 are parties to 

the ongoing negotiations of (the access to medicine provisions of the TPP were 

addressed in Chapter I)166. While no drafts of the TPP labor chapter have been leaked, 

anonymous sources noted that the U.S. labor chapter proposal followed the “New Trade 

Policy” by compelling state parties to “adopt, maintain and enforce in their laws and 

practices the rights outlined in the [ILO Declaration], not the core ILO conventions” and 

making that provision subject to the TPP’s dispute resolution mechanism.167 Yet no 

mention was made of incorporating occupational health into the list of rights which these 

laws must address.  However, a notable point in the U.S. proposal is the establishment 
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of transparent procedures for state parties’ to receive and review complaints from the 

public regarding alleged violations of the TPP by other state parties.168  

As this Chapter has shown, FTAs have the potential to have substantial human 

rights impacts, but the strength of those impacts varies significantly based upon the 

provisions of those FTAs. In negotiating FTAs, state parties should advocate for terms 

aligned with the ideal terms delineated in this Chapter based upon the human rights 

impacts of previously-enacted FTAs. If the U.S. proposal is adopted as the TPP Labor 

Chapter, it does have the potential for a positive impact on “safe and healthy working 

conditions” beyond those of previous FTAs depending on the substantive content of the 

public complaint process but could have an even more substantial effect if “safe and 

healthy working conditions” were incorporated into the list of rights which states must 

address in their laws and if those laws must not only meet the provisions of the ILO 

Declaration but also the substantive provisions of the ILO “fundamental conventions,” 

the Occupational Safety and Health Convention, and the Occupational Health Services 

Convention.
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CHAPTER 6 
CONCLUSION 

In conclusion, it is clear from the foregoing chapters that the rules of free trade 

offer ample avenues for bolstering practicable access to the right to health. However, as 

seen in Chapters 2 and 5 regarding access to medicine and safe and healthy working 

conditions, how these rules are structured, such as in FTAs, result in substantially 

different impacts on access to the right to health. It is the responsibility of individuals 

and groups to advocate for (and states to implement) FTAs in the future that build upon 

the lessons gleaned from the results of previously-enacted FTAs by bolstering access to 

the right to health through less stringent data exclusivity provisions and requirements for 

domestic laws related to occupational health.   

Moreover, it is imperative that states seize the already-available opportunities to 

advance the right to health, including the promotion of food fortification, and employ the 

avenues provided in the SPS Agreement or the TBT Agreement to promote that 

fortification (even though it may limit trade) where circumstances warrant. Yet, as seen 

in Chapter 3 regarding practicable implementation of compulsory licenses, it is also 

crucial to ascertain and then develop the necessary conditions for states to be able to 

truly utilize the opportunities presented in the rules of free trade, such as the flexibilities 

embedded in TRIPS, to advance the right to health.   

Going forward, future opportunities for research include continuing analyses of 

the human rights impacts of CAFTA-DR, the “New Trade Policy” FTAs, and the TPP (if 

it is ratified). Additionally, qualitative analysis could be undertaken regarding the 

reasons that states do or do not issue compulsory licenses, as well as evaluation of 
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future issuances of compulsory licenses and any cases which arise regarding food 

fortification measures under the SPS Agreement or the TBT Agreement.  
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