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Recent years have seen significant advances in the science of using antiretroviral medicines (ARVs) to 
fight HIV. Where not long ago ARVs were used late in disease to prevent sick people from dying, today 
people living with HIV can use ARVs to achieve viral suppression early in the course of disease. This 
article reviews the mounting new scientific evidence of major clinical and prevention ARV benefits. 
This has changed the logic of the AIDS response, eliminating competition between “treatment” and 
“prevention” and encouraging early initiation of treatment for individual and public health benefit. These 
breakthroughs have implications for the health-related human rights duties of States. With medical 
advance, the “highest attainable standard” of health has taken a leap, and with it the rights obligations of 
States. We argue that access to early treatment for all is now a core State obligation and restricting access 
to, or failing to provide accurate information about, it violates both individual and collective rights. In a 
context of real political and technical challenges, however, in this article we review the policy implications 
of evolving human rights obligations given the new science. National and international legal standards 
require action on budget, health and intellectual property policy, which we outline.
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Recent years have seen significant advances 
in the science of using antiretroviral medicines 
(ARVs) to fight HIV. Where not long ago ARVs 
were used late in disease progression to prevent sick 
people from dying, today people living with HIV 
can effectively achieve viral suppression early in the 
course of disease through initiation of antiretroviral 
therapy (ART). Mounting evidence shows that 
early suppression provides major clinical benefits 
and prevents HIV transmission. Newer medicines 
have better enabled large-scale rollout of early ART 
in resource-constrained environments. This has 
changed the logic of the AIDS response, eliminating 
competition between “treatment” and “prevention” 
programs and making models of epidemiologic 
control in the near term increasingly credible. 
 These breakthroughs have implications for the 
health-related human rights duties of states and 
international bodies. Waves of HIV-related human 
rights challenges at the national and international 
level have helped establish strong (but imperfect) 
norms against discrimination and coercion and 
compelled States to prevent imminent death of 
citizens. Compliance with these basic expectations, 
however, is no longer sufficient—with medical 
advances, the “highest attainable standard” of health 
has taken a qualitative leap, and with it, rights-based 
obligations of States to provide early access to ART. 
 ARVs have long been considered an essential 
medicine, and thus part of the State’s “core 
minimum” obligation under the right to health.1 The 
last decade has brought vast improvements in the 
basic availability of ART. While many argue that the 
definition of “essential medicine” is insufficiently 
developed, WHO lists ARVs on its essential 
medicines list as among the “most efficacious, safe 
and cost-effective medicines for priority conditions. 
Priority conditions are selected on the basis of 
current and estimated future public health relevance, 
and potential for safe and cost-effective treatment.”2 

ARVs are widely available, with clinical programs 
reaching many—though clearly not all—through a 

combination of domestic and international health 
programming. We argue that while this basic 
availability and non-discriminatory access were 
the core questions earlier in the epidemic, human 
rights norms now can and must speak to evolving 
science that begs the question of how, when, and for 
what purpose people should be guaranteed access. 
Highlighting the evolution of the right to health to 
reflect scientific changes in the “highest attainable 
standard of health,” access to early ART—the option 
to start ART immediately upon diagnosis and after 
an informed voluntary decision—is now part of 
a core human rights obligation. While States may 
differ on exactly how to implement their right to 
health obligations, the new evidence on ARVs 
shows that denying access to early ART violates 
the rights of people living with HIV and AIDS 
[PLWHAs], as does telling PLWHAs that there is a 
CD4-test-based “right” time to start ARVs, which 
has been recent practice. Delaying individual access 
to early treatment in turn also violates the collective 
right of disease prevention, with early ART shown 
to prevent the onward transmission of HIV. 
 As WHO and dozens of countries review their 
HIV treatment guidelines and practices, there is 
a particular gap between countries in the North 
(which increasingly provide early ART) and the 
South (which largely do not). We argue below 
that rationing early access to ART now cannot 
be justified by medical evidence, and that greater 
attention to the human rights implications of this 
new evidence is needed. 
 The political and technical challenges to 
implementing early ART for all in resource-
poor settings are real—communities are already 
experiencing them—and a public health approach 
remains important. We argue that common health 
system weakness and resources-based justifications 
for rationing ART, however, are insufficient 
responses to rights-based claims for early ART. 
Increasingly, failure to fulfill core duties related 
to the right to health opens States to challenge in 

Introduction
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national courts—as seen recently in South Africa, 
Kenya, Uganda, Brazil, India, and many other 
countries—as well as in international human 
rights bodies.3 In this context, the question of what 
constitutes fulfillment has immediate significance. 

New science of antiretroviral medicine

Just a few years ago, delivery of ART in resource-
constrained environments centered on treating 
significantly immunocompromised people in 
order to prolong their lives. With this focused 
goal, programs were oriented toward late-stage 
initiation of therapy due to both delayed diagnosis 
and significant ARV toxicities such as lactic 
acidosis, peripheral neuropathy, and lipodystrophy. 
Concerns over treatment failure, resistance, and 
limited capacity of systems also oriented providers 
toward late ART initiation. Asymptomatic patients 
were at best monitored for deterioration of immune 
status or at worst sent home to return when sicker. 
New data and technologies, however, have changed 
the value proposition of ART. 
 Studies have long provided strong evidence that 
ART initiation below CD4 count of 350cells/mm3 

holds significant benefits. New evidence since 2010 
supports earlier/immediate initiation leading to 
both population- and individual-level benefits. In 
May 2015, the START study, a randomized clinical 
trial of over 4,000 participants in 35 countries, was 
stopped more than a year early when evidence 
showed that immediate ART was associated with a 
53% reduction in serious illness or death compared 
to waiting until 350 CD4.4 High income-country 
cohorts have shown those with a CD4>750/μL 
have a lower rate of AIDS-defining illness than 
individuals in the 500/μL-749/μL range, including 
in those virologically suppressed on ART; and 
demonstrate longer AIDS-free survival when ART 
is initiated at CD4 500/μL as compared to CD4 350/
μL.5 Lower rates of drug resistance mutations have 
been shown for those failing on ART who were 
initiated at CD4>350/μL.6 Increasing evidence also 
suggests that initiation of ART as soon as possible 
can prevent cardiovascular events, neurological 
damage, and other non-AIDS co-morbidities.7 

There is also evidence that initiating treatment early 
significantly enhances recovery of immune system 
to high CD4 levels and reduces HIV reservoirs, 
which may be important for curative therapy in 
the future.8 In low- and middle-income countries 
(LMICs) the HPTN-052 randomized controlled 
trial has shown that initiating ART at CD4>350/
μL leads to significant reductions in clinical events, 
including AIDS-defining illnesses and TB, and 
a systematic review reveals a decrease of more 
than 50% in TB for patients initiated on ART with 
CD4>350/μL.9 Finally, preliminary results from 
the TEMPRANO study, a randomized controlled 
trial (RCT) of 2,056 patients in Cote d’Ivoire, show 
that immediate ART initiation (compared to ART 
initiation in accordance with WHO guidelines) 
reduces severe HIV morbidity or all-cause mortality, 
including in patients with a baseline CD4>500/
μL.10 Treatment does not fully restore health in all 
individuals, and patients might choose to delay for 
a variety of individual reasons.11 However, taken 
together, these findings support important benefits 
for the individual in initiating ART early in the 
course of disease. Studies now provide no evidence 
of a CD4 count level above which it is “safe” to delay 
ART initiation.12 
 Meanwhile, there is clear evidence of population-
level prevention benefits of early ART. Prospective 
cohorts in sub-Saharan Africa and a large 
randomized clinical trial have shown the benefits 
of ART for prevention of HIV transmission in 
serodiscordant couples.13 The RCT demonstrated a 
96% reduction in transmission, and a prospective 
cohort in Uganda showed no HIV transmissions 
among couples where the HIV-positive partner was 
virally suppressed.14 In high-burden settings, one 
study showed a 1.4% decline in risk of acquiring 
HIV for every 1% increase in ART coverage.15 
Population-level transmission of HIV-related TB is 
also decreased, with sub-Saharan African modeling 
showing a 48% reduction with immediate ART.16 
 Cost and impact studies also support early 
initiation. Already, ART has resulted in life 
expectancy gains of over 11 years in hyper-endemic 
settings.17 Earlier treatment has been projected 
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to be cost saving in South Africa, as ART costs 
are outweighed by health benefits and averted 
infections, and are cost-effective in Uganda, India, 
and other countries.18 Economists have shown 
far-reaching economic gains to patients and their 
households, employers, and societies attributable to 
ART.19 
 Today’s drug toxicity profile has also improved, 
which makes early treatment far more acceptable as 
health trade-offs diminish.20 Improved medicines 
and diagnostics could make ART even more 
tolerable, durable, effective, and perhaps even 
cheaper. New medicines in the pipeline making use 
of long-lasting formulations, nanotechnology, and 
other advances promise fewer side effects, increased 
efficacy, eased dosing schedules, and reduced 
infrastructure needs.21 Meanwhile, shifting models 
of care (including task shifting to less specialized 
health worker cadres) have been shown to result in 
equivalent or even improved care outcomes while 
decreasing costs.22 
 In sum, the science of ART impact and delivery 
is bringing a new paradigm in the HIV response, 
and with it important human rights implications. 

Updating human rights conceptions 

Important work on human rights in the context of 
HIV treatment has established a strong, though not 
universal, normative framework for health policy. 
Early work tackled the dilemmas of governmental 
and societal discrimination and exclusion on the 
one hand, and coercive control of public health 
threats on the other.23 The basic lack of an AIDS 
treatment response, first in the North and later in 
the South, was framed as a violation of core human 
right to life. Even as treatment and testing began 
to roll out, human rights also formed the basis of 
a challenge to coercive public health measures. 
Forced testing, quarantines, coercive treatment 
efforts, criminalization, and compelled sterilization 
featured in the early response of many countries—
and all have come to be seen as illegitimate under a 
broad, albeit incomplete, agreement that liberty and 
choice for people living with HIV is fundamental 
to human rights and public health. Human rights 
concerns were also mobilized to demand essential 

“due process”-type rights of people living with HIV 
to participate in decision making and of disfavored 
and neglected populations not to be excluded from 
services. These liberty interests seem increasingly 
rooted in the HIV response, with the understanding 
that human rights promotion is “inextricably 
linked” to public health advancement.24 
 Human rights discourse, however, has too 
often remained normatively limited to individual 
freedoms, which are insufficient to deal with the new 
complexities of scientific evidence. There has been 
too little discussion of the rights of HIV-positive 
people as a whole or the rights of HIV-negative 
people who share their communities. In this context, 
the human right to have an infectious disease 
treated was pitted against the human right to remain 
disease-free, which legitimized a discussion over 
whether to shift global priorities from treatment 
towards prevention.25 Today, however, the new 
science of ART makes this individualism untenable: 
group access to treatment is group prevention. 
 In this context, collective rights to health and 
individual freedoms need not stand in opposition. 
A collective enjoyment of public health should 
be understood today as inextricably linked to 
the individual right to health, with public health 
addressing collective determinants of health outside 
the control of the individual. Facilitating both 
prevention and treatment, recent scientific advances 
alleviate the tension between the collective goal of 
preventing the spread of disease and the individual 
goal of treating the dying individual.26 Today’s 
human rights subject must be understood as a more 
realistic rights-bearing person who experiences 
both reciprocal entitlements and responsibilities for 
themselves, their partners, and their community. 
Only in this context can we begin to answer the key 
contemporary question: what must States do to fulfill 
their human rights obligations on HIV treatment 
and prevention today? The simple existence of a 
national HIV treatment program, refraining from 
coercion, involving communities, and putting in 
place ethical protocols are all necessary. But we 
argue that this is not sufficient given new medical 
evidence. Now that it is clear that early viral 
suppression positively impacts the health of entire 
communities, how must States respond? 
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 The continued coercive potential of public health 
cannot be ignored—new evidence of the prevention 
benefits of ART could increase threats, especially 
for key populations.27 The opportunity should not 
deter early access but instead intensify the need 
for solutions, and indeed, experts have shown that 
putting structures in place to guard against such 
rights violations, while universalizing access, costs 
an average of just 1.5% of HIV budgets.28 

Elements of a human-rights based response 
to new ARV science

The right to health has a strong and growing basis 
in international law and domestic constitutions. 
Today, every country in the world is party to at 
least one treaty that enshrines the right to health.29 
The seminal provision, Article 12 of the ICESCR, 
provides for the “right of everyone to the enjoyment 
of the highest attainable standard of physical and 
mental health.” This highest attainable standard is 
to be “progressively realized” over time and within a 
State’s available resources, but there remains a set of 
“core minimum” obligations that takes immediate 
effect, including a right of access to essential 
medicines.30 A majority of national constitutions 
now also guarantee the right to health.31 Early 
examples in South Africa and Brazil saw the right to 
health mobilized to open the floodgates to ARVs—
and to a burgeoning enforcement movement, led by 
activists and engaging national courts, to present 
claims for a right of access to HIV treatment. From 
Colombia to Kenya to India, courts in just the last 
few years have ordered policy overhauls to ensure 
access to medications; in countries like Brazil and 
Costa Rica, tens of thousands of individual suits are 
filed each year for access.32 
 Access to essential medicines is now firmly 
entrenched as part of the core minimum obligations 
both internationally and in many domestic 
jurisprudences, but little has been concluded on 
the question. What are the implications now that 
ART is not only life-saving for the severely ill but 
beneficial for the public’s health?
 The concept of a minimum core is not universally 
embraced.33 Nonetheless, it remains influential in 
shaping how national governments and international 

organizations understand their obligations on issues 
ranging from medicines to the structuring of health 
systems and “can assist as an object of interpretive 
agreement—or disagreement—around claims for 
socioeconomic protection.”34 The minimum core 
is not a decontextualized claim to all things for 
all people. Instead, it is a lens through which to 
understand and consider what must be provided 
immediately toward the full realization of the right 
to health. New evidence on ARVs unsettles this 
understanding. WHO 2013 ART guidelines, for 
example, argue that human rights “should guide 
the revision of national treatment policies.”35 Yet the 
guidelines limit this inquiry exclusively to a much 
narrower conceptualization of human rights than we 
believe is appropriate. Failing to bring in the duty of 
States to “fulfill” a core minimum and to interrogate 
what that means in the context of new scientific 
evidence suggests that human rights norms would 
be satisfied by simple provision of ART to some 
people, sometimes, on a non-discriminatory basis, 
even if it is based on outmoded medical evidence. 
We argue it does not and believe the framework 
articulated by the CESCR provides a strong basis to 
understand why denying access to early ART now 
violates human rights norms.
 The UN Committee on Economic, Social and 
Cultural Rights’ General Comment 14 clarifies that 
States are obligated to use all tools at their disposal 
to progressively realize the right to health—budget, 
policy-making, and planning.36 The AAAQ 
matrix—availability, accessibility, acceptability, 
and quality—provides a framework with which 
to analyze these State obligations. Our effort here 
aims to articulate how the minimum core access to 
medicines obligation has changed. Bringing together 
collective and individual conceptualizations of 
human rights helps us understand that the “highest 
attainable standard” for PLWHAs now includes 
early viral suppression through ART. Human rights 
claims can be made, both on behalf of individuals 
and communities, for access to the benefits of early 
ART.
 Table 1 details our analysis of specific core State 
duties that emerge from this framework.
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Core State duties  Implications of new science

Availability
National guidelines provide scientifically 
appropriate treatment guidelines for 
essential medicine

Donors and implementing States share 
duty to ensure adequate and sustained 
funding needed to purchase medicines and 
provide the health services to reach all 
PLWHAs

National plan to make early ART possible

Sufficient health workforce

• Adaptation of national guidelines to at least reflect WHO 
2013 as a minimum

• Obligation to consider universal, voluntary early ART for 
all as strategy to reach viral suppression, the new highest 
attainable standard 

• Rationing ART cannot be justified on medical grounds; as 
core obligation limited budgets cannot excuse failure to 
provide essential medicines 

• Donors and implementing countries prioritize ART and 
other proven interventions

• Donors give, and implementing countries must apply, to the 
Global Fund for strategic scale up

• National AIDS response restructuring to prioritize proven 
interventions including ART for health and prevention

• Strategies required to quickly overcome implementation 
barriers to early ART 

• Task-shifting, recruitment, and retention strategies to 
ensure all PLWHAs have access to health workers for both 
initiation and retention

Accessibility

Information 
accessibi l ity

Physical 
accessibi l ity

Non-
discr imination

Affordabi lity

All PLWHAs are fully informed in their 
medical decision-making

ARVs are available to people regardless of 
geographic location

Health services are equally accessible to all

Antiretroviral and opportunistic-infection 
drugs are affordable for the lowest-income 
individuals. 

• All PLWHAs are given accurate, up-to-date information 
about individual health and prevention benefits of starting 
ART immediately as well as the scientific uncertainties and 
potential harms

• PLWHAs are informed there is no longer evidence to 
support an exact “right” CD4 count at which to start

• PLWHAs have access to viral load data so they can assess 
their own health

• Devolution of ART to local clinics to enable rural, peri-
urban and urban access 

• Strategies to achieve equal access levels for all populations, 
including vulnerable and most at risk populations (men 
who have sex with men, commercial sex workers, people 
who inject drugs, and others) through appropriately 
targeted services and engagement 

• Countries have a duty to adopt, to make use of and to 
protect all TRIPS flexibilities needed to ensure access to 
affordable medicines

• Strategic procurement policies are used to source optimized 
regimens

• Out-of-payment costs and transaction costs for patients, 
especially poor patients are minimized

Acceptability
(meet ethics 
and custom)

Treatment and prevention programs 
meet medical ethics and are culturally 
appropriate.

• Coercive or mandatory testing and treatment is fully avoid-
ed both de facto and de jure, with monitoring for violations

Quality Medicines meet contemporary standards 
of care 

Quality of health services sufficient for 
real opportunity to be healthy

• D4T use is eliminated and newer regimens are procured
• Second- and third-line ART options are available 
• Newer medicines are available in the global South as 

quickly as in the North
• Design of outreach, retention, and adherence support 

programs to eliminate the treatment “cascade”

Table 1  Minimum core obligations of states for early ART
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Health policy and human rights

National guidelines, planning, and policy-making
Setting guidelines for ART remains a core State 
function, even as WHO provides recommendations. 
Today, an HIV-positive person walking into a clinic 
in Los Angeles or Paris would be advised under 
national guidelines to start ART immediately, 
regardless of their CD4 count. The same person 
in Jakarta or Kampala might be considered 
“ineligible” to start ART if their CD4 count is above 
a set threshold (350 and 500 respectively).37 This 
contradiction is problematic and the availability 
standard requires that countries re-examine their 
guidelines in the light of new science. 
 During the writing of new recommendations 
in 2013, WHO found evidence of both individual 
benefit and collective prevention while finding no 
studies showing that earlier ART caused individual 
harm.38 It suggested new standards supporting 
expansion of ART to all people with CD4 counts 
below 500 cells/μL, as well as immediate ART for 
pregnant women, people in serodiscordant couples, 
those with active TB or hepatitis B, and children 
younger than five. Out of an estimated 35.3 million 
people living with HIV, 28.3 million would be 
eligible for treatment under this standard.39 The 
population-level prevention benefit is also dramatic: 
WHO estimates that early ART can reduce AIDS 
deaths and new HIV infections by 36-39% over the 
next 12 years.40 
 WHO guidelines, however, are under review at 
the time of this publication, and the 2013 guidance 
should provide a floor for the realization of a core 
minimum obligation. Insofar as having a coherent 
plan is part of the basic core minimum obligations 
of a right to health, a State’s obligation with respect 
to its people is to evaluate the evidence and 
national epidemiology. States must plan to help as 
many people as possible fully realize their right to 
the highest attainable standard of health.41 Many 
countries have decided that all PLWHAs should 
have the option to initiate ART immediately—
including the US, France, Spain, Brazil, and Korea, 
among others. For those who have not, a human 
rights-based review should call into question the 

decision to maintain a particular CD4 count as a 
barrier to accessing ART. 
 Duty-bearers might look at the evidence and 
decide not to implement immediate ART, but they 
have an obligation pursuant to the right to health to 
consider this in national guidelines. In the past, the 
default setting has been to maintain or slightly raise 
the CD4 count at which ART initiation is allowed 
without actually assessing it as a barrier to access 
with human rights implications. The challenges 
of implementing immediate ART are significant, 
including how to effectively support adherence in 
large numbers of asymptomatic people. Through the 
lens of the collective and individual rights discussed 
above, however, it is increasingly clear that sending 
HIV+ people home without ART (only to return 
when they are sicker) is a human rights violation. 
This fact is underscored by research showing that 
the staging process for ART in lower-income 
countries loses far more patients than it reaches—
only between 17% and 25% of those diagnosed with 
HIV in Sub-Saharan Africa ever initiate ART.42 
Many of those sent home because their CD4 count 
was too high will die before re-engaging with health 
services to access ART.
 Meanwhile, implementing existing policy has 
the potential to create a convergence of liberty and 
entitlement challenges. Restricting immediate ART 
to serodiscordant couples, for example, could result 
in discrimination if health care service providers 
become gatekeepers. Guidelines restricting ART 
prescribing powers to only the highest cadre 
of health workers, especially where there are 
workforce shortages, can be understood not only as 
disproven policy but as a significant restriction on 
the availability and accessibility of ART.43 
 Duty bearers are further under a human rights 
obligation to consider the social context within which 
policy operates. Given the collective prevention 
benefits of ART, denying people living with HIV 
the option to start ART has clear implications for 
their partners and communities. Despite decades 
of behavior change efforts, rates of condom use 
are still relatively low in many communities, and 
coercive sex (including within marriage) is still all 
too common. The risk of HIV for key populations, 
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including men who have sex with men, sex workers, 
and drugs users is driven by structural factors of 
social marginalization, economic inequities, and 
stigma. Significant population health capabilities, 
especially for the most marginalized, depend on 
the ability of others to access ART. The “community 
viral load” structures the relative risk experienced 
so differently by members of the same community.44 

Information and rights protections for PLWHA and 
communities
In addition to health policy on access, States have 
a human rights obligation to ensure populations 
are educated about essential health issues and must 
respect the right to correct and impartial health 
information.
 The clearest information implication of the new 
science is on HIV transmission: the HPTN052 
study made clear the prevention benefits of ART. 
Understandings of collective rights help us see that 
States have a clear obligation, especially in high-
burden populations, to make both PLWHAs and 
communities aware that an undetectable viral load 
is a powerful prevention tool. Nonetheless, rights 
to privacy and bodily integrity still require that 
PLWHAs control their own medical decisions—
partners have no right to see medical records, and 
communities have no right to coerce PLWHAs into 
treatment. 
 Providing information on the clinical benefits 
of ART is less clear, however, given remaining 
uncertainty over the exact cost-benefit calculation. 
What is clear is that telling people living with HIV 
that there is a “right” CD4 count at which to start 
ART is no longer tenable. Since this has been the 
prevailing public health practice for decades, 
States are under an obligation to disseminate new 
information. Instead, PLWHAs must be given the 
opportunity to consider the risks and benefits and 
make decisions in light of individual and collective 
realities after understanding (a) the considerable 
evidence that early ART has shown significant 
health benefits and clear prevention benefits; and 
(b) the limited side effects and medical uncertainties 
of ART. They must also be given the opportunity 
to decline to start ARVs, and some informed 

people are likely to do so for reasons ranging from 
readiness to adhere to marginalization and stigma. 
Helping address those issues is core to the work of 
clinical practice of AIDS treatment, but it is the duty 
of States to ensure that this choice is meaningful 
and informed. Human rights hotlines, information 
campaigns, and other outreach techniques can help 
States ensure this double task of informing and 
providing choice. 
 Given the new science, viral load is the most 
critical piece of information PLWHAs need to 
understand their health, treatment, and the best 
way to prevent transmission. Providing at least 
annual viral load tests is thus a high priority for 
rights-based practice and central to information 
accessibility.

Financing and human rights

Perhaps the most important implication of global 
recognition of ARVs as essential medicines is that, 
as a part of the core minimum, they are not subject 
to progressive realization in financing immediate 
access for all. Claiming insufficient resources is 
not a legitimate defense to rights-based claims for 
access.
 At first blush, this invocation of a core obligation 
to realize essential medicines for all can make such 
human rights claims seem unrealistic. Supporting 
claims that could bankrupt the health system 
is hardly a good strategy for PLWHA. Nor are 
human rights claims that ignore budget trade-offs 
particularly helpful.45 Real experience in this case, 
however, shows that neither is of sufficient concern 
to justify ignoring the rights implications of medical 
advances and continued rationing of ART, especially 
where early ART has been shown to be cost-saving.
 High-income countries are largely able to 
afford immediate ART for all PLWHA, even while 
making what we argue below are poor public health 
decisions related to intellectual property. Low- and 
middle-income countries struggle more. Figure 1 
describes what universal ART would cost compared 
to GDP in a set of the highest-burden countries. 
While a significant expense for all, the cost runs a 
gamut: for quite a few the cost falls in the 0.1-1.0% 
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of GDP range, which is not inherently prohibitive; 
for others, the costs run far higher, threatening to 
exceed total spending on health. For none of these 
countries, however, are the claims we make divorced 
from resource considerations. There are four 
clear paths to ensuring sufficient and sustainable 
financing: reasonable budgets, international 
cooperation, effective program allocations, and use 
of intellectual property flexibilities to reduce drugs 
costs. To our knowledge, no country has exhausted 
these options. In the absence of these policy levers, 
refusing to fulfill the right to immediate access to 
ART cannot be justified.

 

National and donor budgets
In recent years, many countries have substantially 
expanded their commitments such that domestic 
spending has now surpassed donor funding, 
though that includes “out of pocket” expenses and 
thus may overstate the degree to which States are 
meeting their obligation.46 Other countries have 
failed to do so, though insufficient funding of the 
health sector within an existing national budget is 
not a justification for failing to fulfill rights duties. 
This is not a call for unlimited funds for ART, or 
even for health, but instead a call for a case-by-
case assessment of whether health budgets are 
reasonably allocated before deciding early ART 
is too costly. African countries have committed 
in the Abuja Declaration to allocate at least 15% 
of their national budgets to public health by 2015, 
though only 9 of 53 had achieved that goal in recent 
years.47 Activists and the legal complex have shown 
increasing willingness to challenge the failure to 
meet these standards, as seen recently when activists 
in Uganda challenged the maternal health budget in 
a much-watched case currently under appeal to the 
Supreme Court.48 
 Human rights instruments also make it clear that 
where States lack sufficient resources, other States 
have an obligation of international assistance and 
cooperation to ensure realization of core minimum 
obligations. Figure 1 shows that for some highly 
affected countries, the cost of universal ART would 
rise well above 2% of their total GDP per year, with 
countries like Malawi and Zimbabwe reaching 
above 5%. In this context, even strong budgetary 
allocations by national governments would still be 
insufficient. As Gostin et al. note, the human rights 
duties of wealthy states in such contexts is “one of 
the most inadequately understood obligations,” 
often confusing agreed-upon assistance obligations 
with charity.49 States have long highlighted HIV as a 
critical global priority and committed themselves to 
act, thus solidifying a binding obligation.50 Estimates 
of the gaps for high-burden countries have been 
well documented. However, for several years, donor 
funding for AIDS has been flat and has done little to 
close the funding gap, suggesting donor nations are 
not fulfilling their human rights obligations.51 Figure 1  Cost of ART in high burden countries

Cost of universal ART as a proportion of GDP (%)

Cumulative cost (US$ Bn p.a.)
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Maximizing existing funding 
An estimated US$19.1 billion was available for 
HIV from all sources in LMICs—which is clearly 
insufficient to meet all the health needs of PLWHAs 
and communities.52 There is, however, evidence that 
efforts can make HIV programs significantly more 
affordable in the long term and early treatment 
more affordable in the near term. The Clinton 
Foundation, for example, has shown that facility-
level costs of treating a person living with HIV in 
Africa are as low as $200 per year, while Médecins 
Sans Frontières (MSF) implements large-scale ARV 
programs in Malawi for $237 per patient per year, 
with drugs forming two-thirds of the cost.53 
 These do not reflect the full costs to the health 
system, but they do suggest that significantly more 
people could access ART within existing funding 
through effective, lower-cost efforts (including 
community-based programs, as discussed below). 
In a few countries, it may even be possible to reach 
all PLWHAs with an offer of early ART within 
existing funding envelopes without undermining 
other priorities. 
 Continuing to support outmoded practices—
including funding disproven interventions while 
claiming inability to afford proven ones—can also 
open States to challenge. This was the case in South 
Africa, where substantial funding was available for 
HIV but was not directed to ARVs, and in the US 
where activists brought legal challenge to state-
financed disproven “abstinence-only” programs.54 
Even where funding decisions are not as glaring as 
these, many States have not yet evaluated their public 
health decisions in light of new scientific evidence. 
While courts and rights bodies are generally loath 
to dictate budgets to national governments, they 
might be compelled, in cases where States are 
failing to make immediate ART available, to justify 
through rights claims—with evidence—budget 
decisions that do not leave sufficient funds for early 
ART.

Affordability and TRIPS flexibilities
Accessibility of medical care includes affordability. 
States have a duty to make use of all policy space 
at their disposal to ensure medicine costs are not a 

barrier to access. While ample evidence shows that 
maximalist intellectual property (IP) regimes drive 
up costs of essential medicines, there is little or no 
empirical evidence that they deliver the promised 
innovation, investment, or economic growth, 
especially in low- and middle-income countries.55 
Instead, the countries that have been most effective 
at making medicines more affordable are those that 
have made use of flexibilities in global IP rules to 
enable generic production or importation.56 
 Since price is often the main barrier to ARV 
access, countries have both an opportunity and a 
core human rights obligation to enact, preserve, and 
make use of all available flexibilities in World Trade 
Organization agreements.57 These include using 
“compulsory licenses” to access generic versions of 
newer AIDS drugs, importing lower-priced drugs 
in “parallel” from nearby countries, and creating 
high standards of patent review that limit low-
quality patents. Least-developed countries, which 
include many of the highest HIV burden countries, 
received an extended transition period and are not 
required to even issue patents on medicines for the 
foreseeable future. Unless all of these mechanisms 
have been used, high price of medicines will not 
be an adequate defense to human rights claims 
against States. Likewise, human rights obligations of 
high-income countries should prevent them from 
demanding that LMICs implement IP measures 
that negatively impact access to medicines, whether 
through free trade agreements or otherwise. The 
Global Commission on HIV and the Law has gone 
so far as to call not only for a cessation of such 
demands but a moratorium on the enforcement 
of medicines-related intellectual property rights 
(IPR).58 

Human rights and the health system

Renewed conceptualization that can effectively take 
into account the evolution in medical evidence—
and specifically new imperatives for ARV treatment 
to fulfill obligations for PLWHAs and their 
communities—have broader implications for the 
health system as a whole. Denying access to early 
ART can no longer be justified on medical grounds, 
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which confers new obligations on states and 
international organizations, but such obligations 
for access to ART need not be disconnected from 
the broader health system. Health policy planners 
are increasingly recognizing that such “diagonal” 
approaches can avoid the pitfalls for purely vertical 
problems while ensuring the urgency and focus 
needed for pressing infectious disease response.59 

PLWHA have needs that go well beyond ART and, 
in most settings, delivery of ART is dependent on 
many elements of the broader health system—from 
drug supply chains to frontline clinicians to HIV 
testing in antenatal care.
 Ensuring individual access to ART as a human 
rights obligation, initiated regardless of CD4 count 
based on a patient’s informed decision, does not 
conflict with broader strategic public health goals. 
Challenges to ensuring effective programs are 
significant, and communities are already facing 
them. Indeed, realizing this right holds promise to 
improve the health system overall. Health workforce 
shortages, for example, must be overcome to allow 
early ART rebound, as the same doctors, nurses, 
and clinical officers providing general care also 
dispense and monitor ART.60 A human rights lens 
draws special attention to several specific areas in 
this context. 

Equitable access to quality drugs regardless of 
geography
In addition to core health rights, there is a basic 
human right to benefit from the advancement of 
science, which is perhaps nowhere more important 
than early access to new medicines. Yet communities 
in the Global South, who need effective new 
treatments most, receive innovation last—often 
many years after the US and Europe. Important new 
HIV drugs like dolutegravir, which the US added 
to its guidelines in a rapid update, have potential 
for low-dose, long-acting formulations, and 
superior efficacy.61 Other drugs and diagnostics in 
the pipeline could make ART even more tolerable, 
durable, and effective with fewer side effects and 
reduced infrastructure needs.62 For asymptomatic 
patients, some of these newer drugs are likely 
to make the difference between whether early 

treatment is acceptable and accessible or not, with 
prevention implications for the public’s health. 
In the Global South, however, newer drugs are 
largely unavailable, not only because of cost but 
also because of government delays in guideline 
adoption and drug registration, and pharmaceutical 
manufacturer decisions to postpone or neglect 
registration in smaller and poorer countries. A 
human rights perspective draws attention to failures 
of States—and perhaps even more so, international 
institutions—in eliminating this delay as a human 
rights issue. There is no reason why drugs should 
be distributed last to those most in need, except 
failure of the market to incentivize drug registration 
in poor countries. This is a problem that can be 
addressed, and is exactly the type of collective 
action challenge that WHO can and should address. 
In the US, HIV became a transformative issue and 
rights claims drove the creation of new models of 
drug regulation that are now used to speed access to 
a wide variety of medicines.63 A similar sea change 
is needed globally to create new mechanisms to 
drive early access to essential medicines and realize 
the highest attainable standard of health. Doing 
so would cascade well beyond HIV. The WHO 
Prequalification Programme and Collaborative 
Registration Project are only partial solutions to 
these needs.

Building community-based models 
Second, the “quality” element within the right to 
health framework also extends to the delivery of 
services. Without expecting that all health systems 
will achieve perfect outcomes, PLWHAs have a 
right to programs that are sufficiently staffed to 
support durable retention in quality care in order 
to achieve and maintain an undetectable viral 
load. It is increasingly clear that this requires 
innovative approaches that expand service delivery 
into the community where studies have shown 
non-inferior results—and significantly superior 
accessibility.64 Programs such as those piloted in 
southern Africa have empowered stable patients to 
join community-supported groups who collectively 
monitor wellbeing, distribute drug refills, and 
provide adherence support and education. Such 
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models empower patients as rights-holders who 
can access not just the information but also the 
tools to support “health capability.”65 Governments 
and donors are often reluctant to support such 
efforts, considering them optional add-ons. The 
human rights conception described here, however, 
suggests differently. The obligation of States is not 
simply to make drugs available when people seek 
them out, but to give populations the capability 
to use these drugs to achieve individual health 
and collective prevention. As States weigh how to 
truly get all PLWHAs real access to ART before 
they become immunocompromised, rights-based 
claims will outweigh unfounded fears that drugs 
will end up on the black market or professional 
associations’ interest in monopolies over drug 
dispensing. Empowered patients and communities 
take care of each other and themselves; they are 
partners in the realization of the individual right 
to health and collective rights to public health.66 
While this framework might be clearest with HIV 
treatment, a rights-based framework suggests 
similar imperatives for other infectious and non-
communicable diseases wherever empowering 
patient groups and community-based care will 
conceivably expand access.

Conclusion: The future of enforcement

HIV has long been the locus of cutting-edge 
challenges to public health practices on human 
rights grounds. From Indiana to India, people 
living with HIV and their advocates have mobilized 
human rights norms to successfully challenge 
deadly denial of access to lifesaving drugs, as well as 
discrimination and coercive public health practices. 
ARVs are no longer just a tool to prevent death; 
viral suppression with newer medicine now enables 
a “normal” lifespan relatively free of crippling 
side effects and is one of the best prevention 
interventions available. We argue that, given the 
new science, States’ core minimum obligations now 
include access to early ART for both individual and 
collective benefit. Governments can now reasonably 
be expected to enable early viral suppression 
through human rights-based interventions, and this 

is information that must be shared with individuals. 
As the right to health is increasingly enforced, 
especially by PLWHAs, States should take careful 
notice. It is still up to States to do the difficult work 
of balancing budgets and health priorities, but with 
the qualitative leap in the science of ARVs, there is a 
new standard in the “highest attainable standard” of 
health against which these decisions will be judged.
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