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An estimated 2 billion people lack regular access to essential medicines. 
(1) Many of these people live in low- and middle-income countries. 
The political slogan to ‘leave no one behind’ signals a new era under 
the 2030 Agenda for Sustainable Development. Among its aims, Target 
3.8 on universal health coverage (UHC) seeks to achieve access to safe, 
effective, quality and affordable essential medicines and vaccines for all. 
(2) The World Health Organiszation (WHO) defines UHC as:

[E]nsuring that all people have access to needed health services 
(including prevention, promotion, treatment, rehabilitation and 
palliation) of sufficient quality to be effective while also ensuring 
that the use of these services does not expose the user to financial 
hardship. (3) 

National governments therefore need to strive for UHC’s three related 
objectives: 1) equity in access to health services, 2) quality health 
services, and 3) financial-risk protection of users. (3)
Low- and middle-income countries with inadequate UHC schemes 
often have a large proportion of financially-vulnerable people who are 
dependent on government-subsidised essential medicines. Frequent 
medicines stock-outs in the public sector force patients to buy from 
the private sector, where they often pay out-of-pocket for higher priced 
products. (4,5,6) Households face potentially catastrophic health 
spending to buy their essential medicines, or forgo treatment at the 
expense of their health. (4,7)
Some initiatives to scale-up UHC are associated with increases in 
medicines sale and use – which can be used as proxy indicators of access. 
(8,9) Other evidence shows that poorly designed or implemented UHC 
schemes can also perpetuate health inequities. This can occur when 
UHC programmes inadequately cover vulnerable populations or the 
full range of essential medicines for priority conditions, or insufficiently 
finance health services, burdening users with unaffordable care costs. 
(10,11) These challenges are compounded by the high prices of new, 
therapeutically beneficial medicines (i.e. for cancer, Hepatitis C, etc.) 
that are too costly for many UHC schemes and patients to purchase. 
(12–15) In brief, the way governments design UHC schemes to finance 
and supply essential medicines can have a major impact on health equity.
The central assertion of this thesis is twofold. First, we assert that 
the  legislative provisions in national laws and policies frame the 
government’s commitments to essential medicines. (‘Legislative 
provisions’ mean the legal language that is used to articulate underlying 
ethical principles to national law and policy. Legal language for access to 
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medicines should be interpreted and implemented in line with the right 
to health.) The scope of national laws and policies in this thesis includes 
legally-binding domestic law (known as ‘hard law’, i.e. constitutional 
law, legislation, case law) that frames obligations for public actors (i.e. 
governments). (16) This thesis also includes national medicines policies 
that are prescriptive for action in the national pharmaceutical sector but 
not (usually) legally enforceable (known as ‘soft law’). (16) Second, we 
contend that this framing will influence how inclusive and responsive 
UHC schemes are to the medicines needed by the poor and vulnerable. 
Yet, as long as ethical principles are not legally enforceable, the poor and 
vulnerable in many low- and middle-income countries must rely on the 
benevolence of their governments in order to receive essential medicines. 
Pharmaceutical policy studies over the last decade demonstrate that 
such government charity alone, without legal obligations, is incapable 
of remedying the growing disparities in medicines access and health. 
(3,17) 
International human rights law is a promising source of norms that can 
inform political commitments and legal standards to enhance equitable 
access to essential medicines. (18–20) First, human rights refocus 
government commitments, action, and outcomes on individuals and 
on collective action. As Nixon and Forman argue: “[t]he individual 
entitlement cannot be met without an adequate collective health care 
system”. (21) The right to health under the International Covenant 
on Economic, Social, and Cultural Rights (ICESCR) imposes core 
obligations on State parties.* Core obligations signify the basic minimum 
level of rights enjoyment that States must attain to give meaning to the 
right to health. One core obligation under the right to health is to provide 
essential medicines, as defined by WHO, on a non-discriminatory basis 
and with attention for vulnerable groups. (22) From an accountability 
perspective, the right to health can help to address power disparities in 
global health, supporting the vulnerable to emerge from the margins of 
health policy. (23) 
* Although the right to health is enshrined in other international treaties, we focus 
on the ICESCR because it includes the most detailed scope and content of the right 
to health (in General Comment No. 14) that is applicable to all persons. The rights 
in other international treaties are specific to certain populations such as children, 
women, racial minorities, migrant workers, or disabled people. Other such treaties 
codifying the right to health are the Convention on the Elimination of All Forms of 
Discrimination Against Women (article 12), the Convention on the Rights of the Child 
(article 24), the Convention on the Elimination of Racial Discrimination (article 5(e)
(iv)), the International Convention on the Protection of Rights of All Migrant Workers 
and Members of Their Families (articles 28, 43, and 45), and the Convention on the 
Rights of Persons with Disabilities (articles 25 and 26).
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Second, the right to health is legally binding on the 165 national 
governments that have ratified the ICESCR. Consequently these 
governments are legally obliged to protect and promote health rights in 
national law and policy. The strength of these legal obligations varies by 
country, depending on the standing of international law in the domestic 
legal order, and on the presence and content of national implementing 
legislation. (21) Statutory right to health commitments in international 
and domestic law can create a supportive environment to claim and 
enforce human rights and the provision of essential medicines. (24-28)
While ambitious in many areas, the post-2015 development agenda 
for health omits right to health language from its rhetoric. (3, 29–33) 
Moreover, the 2017 UHC monitoring report sidelines access to medicines 
in Target 3.8. (34) Medicines availability is one of 16 tracer measures 
of the UHC service coverage index, and will only be included in the 
index once data become widely available. The result is a global political 
agenda and monitoring system for access to medicines that is devoid of 
meaningful human rights commitments and adequate measuring tools. 
In the context of national health systems, law is a neglected yet decisive 
moderator of patient-level access to medicines. Legal rules structure 
much of our environment from the organisation and provision of 
health care (i.e. essential medicines) as well as the social conditions that 
influence wellbeing. (35)
Yet, there is a dearth of WHO guidance to advise its Member States on 
legislating for equitable access to essential medicines. (36,37) Instead, 
WHO’s policies focus on the holistic management of pharmaceuticals 
as essential public goods and health system commodities. (38) In 2017 
WHO and its partners published guidance for Member States titled 
Advancing the right to health: Vital role of the law. (19) This initial 
examination applies human rights principles to a variety of public health 
laws. While useful, these publications fail to advise Member States on the 
normative standards and full ‘menu’ of domestic legal tools for access to 
medicines. This paucity of evidence and policy advice illustrates how 
emergent such legal studies are in the field of pharmaceutical policy 
research.
Scholars, legislators, policy makers, advocates, patients, and the public 
require - and deserve - an effective roadmap of legally-enforceable 
government obligations to provide essential medicines. This roadmap 
should be guided by a human rights compass capable of asserting 
priority for the poor and marginalised. To address these challenges, this 
thesis aims to determine the practical lessons that international human 
rights law offers governments of low- and middle-income countries for 
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universal access to essential medicines and sustainable development. 
The thesis focuses on adequate financing of essential medicines and 
their affordability, as two of the five key challenges to universal access to 
essential medicines identified by the Lancet Commission on Essential 
Medicines Policies. (4)
The overarching research question of this thesis is:

How has international human rights law been embedded in 
national law and policy, and been implemented and enforced 
in practice to promote universal access to essential medicines?

Detailed research questions

The overarching research question is examined in four sub-questions 
addressed in Chapters 2, 3, 4, and 5. Each chapter investigates a step 
in policy formulation and practice for universal access to essential 
medicines. First, we develop a normative framework for State action 
to provide essential medicines, which we use for our subsequent 
analyses. Second, we collect and evaluate a practical ‘menu’ of legal texts 
for access to medicines from national laws and policies from various 
low- and middle-income countries. Third, we evaluate how States have 
progressed towards fulfilling their right to health obligations for access 
to medicines in 195 national health systems. Finally, we analyse how 
domestic courts interpret these legal texts in the context of medicines 
litigation. 
The four research questions are:

i) Chapter 2: What are States’ obligations under international 
human rights law to provide essential medicines? How can 
these commitments be translated into a normative framework 
for domestic health law and policy?

International human rights law sets globally-endorsed standards 
and norms for protecting and promoting human dignity. It offers a 
framework for State commitment and action. Scholarly debate has 
questioned the contours of States’ core obligations under the right 
to health, particularly to provide essential medicines. (39,40) As it is 
common in legal research, scholars argue and interpret a legal concept 
through the lens of other legal frameworks. (41) Common right to 
health frameworks include the tripartite typology (known as the duty to 
respect, protect, and fulfil health rights), or the so-called AAAQ (where 
Availability, Access, Acceptability, and Quality of health goods and 
services are elements of the right to health). (22) Beyond a general duty 
to fulfil access to medicines and ensure their financial accessibility, these 
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frameworks lack the detail required to further unpack the normative 
meaning of State obligations with regards to medicines affordability and 
financing.
Recent developments in human rights law and pharmaceutical policy 
offer new opportunities to delineate States’ core obligation to provide 
essential medicines. First, the standard of reasonableness is an under-
explored human rights concept recently enshrined in the 2013 Optional 
Protocol to the ICESCR. (42) Reasonableness offers a softer approach 
to core obligations. It asks whether governments acted reasonably to 
provide essential medicines based on a set of criteria. Second, in 2016 
the right to sexual and reproductive health, a component of the right to 
health, was defined and operationalised in General Comment No. 22. 
(43) It reaffirms that essential medicines for sexual and reproductive 
health constitute a core obligation. 
The purpose of Chapter 2 is to take universal human rights principles 
and make them particular to essential medicines. We use legal analysis 
to establish what national governments ‘ought’ to do in the context of 
essential medicines provision. In Chapter 2.1 we apply the standard of 
reasonableness in relation to States’ core obligations towards essential 
medicines, resulting in a list of explicit and tangible legal duties and 
policy measures. In Chapter 2.2 we apply the human rights principle 
of progressive realisation to the ethical and economic dilemma of 
reimbursing expensive essential medicines. This section clarifies 
misinterpretations of the right to health, specifically about individual 
entitlements, State obligations, and responsibilities of the pharmaceutical 
industry in relation to high-priced medicines. In Chapter 2.3 we examine 
the limitations imposed by WHO’s Model List of Essential Medicines 
on essential medicines for medical abortion. We base our argument on 
international human rights law, WHO’s own policies on safe abortion, 
and the best scientific evidence. (44) Through this case study we address 
the lack of coherence between the right to health and its application to 
State obligations in WHO policy guidance for Member States. 
Taken together, the findings from Chapter 2 result in an policy checklist 
composed of 12 principles that should be included in national law 
and policy for access to medicines (Chapter 2.4), which is applied in 
Chapters 3.2 and 3.3.

ii) Chapter 3: How have national legislators embedded right 
to health obligations into the texts of domestic law and policy 
for medicines affordability and financing? Are these legal texts 
consistent with the normative framework (developed above) 
and policy checklist?
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National governments pursuing health reform often lack the evidence 
and practical examples from other jurisdictions to advance access 
to medicines as part of UHC. Pharmaceutical policy handbooks lack 
guidance for legalising rights and State commitments to access to 
medicines. (45) WHO’s rare pharmaceutical policy guidelines for 
legislators focus on areas unrelated to UHC (i.e. pharmaceutical 
regulation and good governance) or are outdated (i.e. WHO guidelines 
for national medicines policies, last published in 2001). (46,47) In 
response to the dearth of practical examples, in 2010 legal scholars in 
collaboration with WHO produced a pilot study of national legislation 
for access to medicines in four countries. (48) This study was an 
important first step to collect and compare national legislation for 
access to medicines. However, it did not address UHC neither as a 
critical concept in essential medicines policy nor as a driver of universal 
access to medicines. This probably reflects the limited development of 
the UHC concept at the time.
The purpose of Chapter 3 is to collect and describe the prevalence, 
scope, and trends of essential medicines and human rights principles 
for medicines in national law and policy in different jurisdictions. 
Using a health science methodology, we examine three types of legal 
tools (constitutional law, pharmaceutical policy, and UHC legislation) 
that government ministries and legislators have at their disposal for 
meeting population health needs. Each sub-section of this chapter also 
reports examples of comprehensive legal texts that are aligned with 
the normative framework developed in Chapter 2. Chapter 3.1 reports 
changes in the number of domestic constitutions enshrining right to 
health language with direct or indirect references to essential medicines 
and the scope of these commitments since 2008. Domestic constitutional 
law is the highest and most vital affirmation of State commitments and 
individual entitlements. Depending on the jurisdiction, constitutional 
rights can be enforced by domestic courts. Chapter 3.2 examines 
the essential medicines and human rights principles in the national 
pharmaceutical policies from 71 countries. A national pharmaceutical 
policy is a non-binding government commitment and guide to action in 
the national pharmaceutical sector. (47) Chapter 3.3 is a cross-national 
comparison of essential medicines and human rights principles in the 
UHC legislation of 16 mostly low- and middle-income countries. UHC 
legislation governs the structure, organisation, and function of a range 
of systems to provide beneficiaries with access to health services in the 
event of ill health, without incurring financial hardship. 
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iii) Chapter 4: To what degree do national governments achieve 
their right to health obligations towards essential medicines? 
What progress have governments made since 2008?

In 2008 the UN Special Rapporteur on the Right to Health published 
72 indicators related to the right to health in 194 health systems. 
(53) Right to health indicators are selected because they signal the 
State commitments, efforts and results that are considered relevant 
from a human rights perspective. However, since 2008, this baseline 
measurement has not been repeated. As mentioned above, the indicators 
selected by the new Sustainable Development Goals (SGDs) monitoring 
system for UHC and access to medicines do not fully reflect a human 
rights perspective. (3,34)
Chapter 4 presents our follow-up report of the eight right to health 
indicators that were chosen to reflect access to essential medicines, from 
195 countries. These eight indicators serve as a screening tool giving 
an immediate snapshot of government duties, actions and outcomes 
that are important for the right to health. Besides reporting progress 
since 2008, we also establish a reference point for measuring future 
achievements under the 2030 Agenda for Sustainable Development.

iv) Chapter 5: In the context of domestic litigation for medicines 
reimbursement, how has the domestic judiciary interpreted the 
right to health in national law? Is this interpretation consistent 
with the normative framework (developed above) and policy 
checklist?

Ambitious legal language for access to medicines should be interpreted 
and implemented in line with the right to health to advance universal 
access and equity. Some jurisdictions permit national courts to receive 
individual or group complaints, and examine whether health rights 
have been violated. (49) In this process the language in national laws for 
access to medicines is interpreted by domestic courts; their judgment 
becomes binding law. Consequently, the process of interpreting and 
codifying human rights principles for access to medicines extends 
beyond framing and adopting laws, to include the decisions of the 
courts (called case law). 
One example of the justiciability of medicines-related rights is from 
Uruguay. Since 2007, the Uruguayan courts have received a wave of 
patient claims for the reimbursement of specific medicine products. 
This phenomenon suggests a disconnect between the right to access 
medicines on a positive list in national law, and its implementation in 
practice. (50) Medicines litigation in Uruguay provides a potentially 
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rich case study of the various reasons the judiciary uses to decide which 
medicines ‘ought’ to be reimbursed, and for whom, in several ways. First, 
the constitutional right to health is justiciable and access to medicines 
on a positive list is protected by national law. (51,52) Second, Uruguay is 
one of the 23 State Parties to the 2013 Optional Protocol to the ICESCR. 
The Optional Protocol applies the standard of reasonableness to judge 
State action on social rights in relation to its resources. We could expect 
the Uruguayan judiciary to heed the human rights standards in the 
international law it has ratified. Uruguay is therefore an interesting 
laboratory to study the interpretation of the reasonableness standard for 
medicines. Chapter 5 assesses how the Uruguayan judiciary interprets 
the government’s core obligations in the context of domestic litigation 
for high-priced medicines.
Methodological considerations

In addition to the substantive investigations, this thesis is also an 
experiment in using hybrid methodologies borrowed from health 
sciences and law. We approach this experiment differently in each 
chapter.
Chapter 2 uses a legal methodology. We examine different legal sources 
to compare, craft, and apply arguments for a desired action or outcome. 
(41) Following the method of norm setting, we identify relevant 
principles from authoritative legal sources, such as international human 
rights law. (41) Then, we argue why and how they apply to specific State 
actions for access to medicines. 
Chapter 3 uses the tools of health science to learn practical lessons 
about legislation and policy for access to medicines. By taking this 
approach we diverge from the standard health science study designs 
and methodologies that test hypotheses about relationships, patterns, or 
causality, although these are secondary tests in our studies. (54) Instead, 
our primary aim is to explore, document, describe, and analyse relevant 
legal texts from a large number of countries (‘big N’ studies). In this 
way our research attempts to offer a global overview of current practices 
for embedding access to medicines in domestic constitutional law and 
national medicines policies, and in the domestic law of a selection of 
countries with UHC. (55) This thesis strictly aims to offer first-ever 
insight into how access to medicines is framed in the legal provisions of 
domestic law. 
Chapter 4 examines right to health indicators, which use public health 
data to gauge the realisation of human rights standards in a population. 
(56) The Office of the High Commissioner of Human Rights advises to 
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use three types of indicators (structural, process, and outcome) to judge 
State commitment, action, and results. (57) Moreover, each indicator 
should correspond to a specific State obligation under the right to health, 
derived from General Comment No. 14. (22) We have observed these 
considerations in selecting the indicators, collecting data, and reflecting 
on their suitability. 
Chapter 5 is a single-country case study (‘small n’ study) of how 
patients’ claims for specific medicines are interpreted by domestic 
courts in relation to national legislation founded on right to health. This 
study aims to be classic legal analysis of judicial reasoning against the 
authoritative human rights framework for health and medicines. 
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