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Preface

At its birth in 1948 as the United Nations’ first specialized agency, the World Health Organization
(WHO) enshrined the right to health as its foremost aspiration. Its constitution proclaims:

The enjoyment of the highest attainable standard of health is one of the
fundamental rights of every human being without distinction of race, religion,
political belief, economic or social condition... The health of all peoples is
fundamental to the attainment of peace and security and is dependent upon the
fullest co-operation of individuals and States.

What is less well understood is that progressively realizing the right to health is a legal obligation
enshrined in the International Covenant on Economic, Social and Cultural Rights and other
international treaties, as well as in constitutions and statutes in many countries around the world.
Both at international and domestic levels, law is a powerful tool for safeguarding and promoting the
public’s health and safety. All sovereign states have the power, and the duty, to advance the right to
health.

What are the most effective legal tools for advancing the right to health? This ground-breaking
report — sponsored by WHO, the International Development Law Organization (IDLO), and its
academic partners the University of Sydney and the O’Neill Institute for National and Global Health
Law at Georgetown University — illustrates how countries have enacted and implemented a wide
range of laws and regulations with a demonstrable impact on the health and safety of their
populations. Public health laws should be evidence-based, fairly and effectively implemented, and
for the good of the population.

Communicable disease control

The control of infectious diseases is perhaps the best understood, and most historically powerful,
illustration of law’s vital role in public health. From the earliest days, governments introduced
measures to detect, report and respond to infectious diseases —from smallpox, malaria and
tuberculosis, to the modern-day HIV/AIDS pandemic, and to fast moving novel infections such as
SARS and new strains of influenza. The recent outbreaks of Ebola virus disease and Zika virus disease
demonstrate the urgent need for all countries to fully implement the International Health
Regulations. At the national level, public health laws in this area address matters including screening,
reporting, contact tracing, isolation and quarantine.

Noncommunicable diseases

Beyond infectious diseases, the law plays a vital role in prevention and control of noncommunicable
diseases (NCDs) such as cancer, cardiovascular disease, diabetes and respiratory disease. The world
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has witnessed an epidemiological transition from infectious to noncommunicable diseases, which
are now responsible for the greatest global burden of disease and early death. Most of this suffering
takes place in low- and middle-income countries — which often face the twin burdens of under- and
over-nutrition. It may be tempting for some to view NCDs as the product of behavioural risk factors
for which individuals — rather than governments — are responsible. But innovative governments have
demonstrated that public health laws can make a substantial difference to health outcomes in this
area. For example, smoking rates have dropped sharply in countries that have taken steps to fully
implement the WHO Framework Convention on Tobacco Control. Legal interventions such as
taxation, marketing restrictions, graphic label warnings, plain packaging and bans on smoking in
public places have transformed culture and behaviour.

With due regard to the differences between them, many tools that have proven to be successful in
tobacco control can be applied to other NCD risk factors such as harmful use of alcoholic beverages,
unhealthy foods and sugary drinks, and physical inactivity. Law can transform the economic,
informational and built environments to reduce the morbidity and premature mortality caused by
NCDs from current historic highs. The economic environment can incentivize healthy behaviours
(e.g. subsidizing fruits and vegetables) and disincentivize unhealthy behaviours (e.g. taxes on sugary
drinks). Changing the informational environment can empower consumers to make healthier
choices, through laws regulating packaging and menu labelling (e.g. laws requiring disclosure of
calories and unhealthy ingredients such as added sugars and saturated fats). Governments can also
use law to improve the built environment, making walking, cycling, participation in sports, and other
physical activities safer and more attractive.

Most legal interventions in this area simply “nudge” consumers in a healthier direction, making
health the easier choice. But governments can also directly regulate businesses, and have done so
with considerable impact on NCD risk factors. Examples include legal bans on trans-fatty acids,
controls on sale and advertising of tobacco, and liquor licensing laws. In addition, governments can
influence the actions of businesses through public/private partnerships; for example, food
reformulation to reduce the salt content of high-sodium foods. Sodium and trans-fats contribute to
cardiovascular and other diseases, and evidence-based regulation can reduce these risks.

Mental health

Although the major NCD risk factors (tobacco, unhealthy foods and physical inactivity) do not apply
in the same way to mental iliness, global mental health is a major goal. Historically, laws have been
used to structure the response to mental illness, but not always consistently with human rights.
People with mental illness, like those with physical illness, require a full range of medical and social
services. Instead, law has sometimes been used to incarcerate mentally ill people in sterile
institutions and without the protection required under the rule of law. WHO has published a
resource book on Mental health, human rights and legislation intended to guide governments in
reforming their mental health laws in accordance with human rights principles.

Injuries

Individuals may experience horrific injuries, particularly in low- and middle-income countries. These
injuries occur on the roads, in homes and at workplaces. We often call these “accidents”, which
suggests they are not preventable. But laws and regulations can significantly reduce injuries — both
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unintentional and intentional. Road traffic regulations have pushed injury rates considerably lower in
many countries. Injuries would be significantly reduced if automobiles, motorcycles and bicycles
were road worthy and safe; if roads were designed to separate traffic and slow vehicles; and safety
equipment were standard and required (e.g. seat belts, passive restraints, helmets). It is also
possible to regulate drivers, for example, by prohibiting driving while under the influence of alcohol
and other drugs, and texting while driving.

In the home, women in particular face hazards such as unsafe, open stoves. Many people live and
work in buildings that are unsafe, because, for example, they are prone to fire or unable to
withstand natural disasters such as earthquakes or floods. At work, individuals face major risks, such
as unsafe machines, exposure to asbestos, toxic chemicals or other environmental hazards, or by
working in mining and other hazardous occupations.

Intentional injuries — assaults, murder and suicide — are also preventable. Consider gun control laws
that restrict access to dangerous weapons and require safety devices such as trigger locks. Or think
about laws that prevent intimate partner assaults, such as laws requiring the police to enforce
restraining orders against domestic abuse. Laws that make it harder to obtain the means to harm
oneself, such as barriers on bridges, or reducing carbon monoxide exhaust from petrol, can also
reduce suicides.

Universal health coverage

Perhaps the most important policy to advance the right to health is universal health coverage (UHC)
— a major WHO priority that is also a key health target in the United Nations Sustainable
Development Goals (SDGs). Building robust health systems starts with advance planning and
sustainable financing. It requires clinics, hospitals, and human resources (e.g. doctors, nurses and
community health workers). Law also plays a role in UHC, regulating and ensuring universal access,
equity, and quality at an affordable cost. For example, we now know that charging a fee for services,
even if very small, can lower access, particularly for the poor, vulnerable, marginalized, and those in
remote locations.

Fulfilling the SDG target for UHC will be of major importance in advancing the right to health, and
law can expedite that process. It requires mutual responsibilities from international partners and
national governments, together with “bottom-up” social mobilization.

Multisectoral engagement

Legal regimes, whether national or global, extend well beyond the health sector. A “health-in-all
policies” or “all-of-government” strategy is needed. Ensuring the public’s health and safety requires
more than effective health policies. It requires active engagement with finance, justice, housing,
energy, transportation, and other ministries — with leadership at the highest levels of government.
This is also true at the global level. Consider, for example, the role of trade and intellectual property
in ensuring (or denying) access to essential medicines or vaccines. Or consider the role of agriculture
in reducing the proliferation of antimicrobial resistance. Indeed, health requires an “all-of-society”
strategy that fully engages civil society and businesses for the public good.

Stigma and discrimination
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The law does not merely operate as a tool to advance the right to health. Equitable and fair
treatment lies at the heart of human rights and the right to health itself. Law’s role is to prohibit
discrimination in the health sector and beyond. The greatest health burdens usually fall on the most
vulnerable, marginalized and impoverished individuals. Law’s goal is to protect them against
discrimination and affirmatively improve their access to needed services. In many societies, women,
LGBT (lesbian, gay, bisexual, and transgender) communities, certain religious/ethnic minorities, and
the poor are routinely denied equal access to opportunities and services. The human rights of
women are infringed in many societies as governments restrict their access to reproductive health
services, including safe and effective contraception and abortion. The highest role for law is to
ensure access to justice, particularly for the least powerful and most disadvantaged in society.

Law as an obstacle to health

Law is not always an unmitigated social good, but can actually stand in the way of progress in health
and human rights. During major disease outbreaks, many countries put in place restrictions on travel
and trade or enforced quarantine against WHO recommendations. Some countries punish people
simply for their status (e.g. LGBT) or impede public health policies for harm reduction, such as the
distribution or exchange of safe drug injection equipment. Consequently, to advance the right to
health it may be necessary to dismantle harmful and stigmatizing laws that stand in the way of
progress.

Good governance

Law is not only concerned with discrete interventions to safeguard and promote the public’s health
and safety. The rule of law also requires “good governance” that ensures the fair and efficient
operation of public institutions and social structures. Good governance includes setting priorities,
monitoring outcomes, transparency, civil society participation, anti-corruption and accountability. It
requires a legal infrastructure with impartial courts and tribunals and the regulatory capacity to
effectively implement legal rules. In short, good governance encompasses all the norms, processes
and institutions of a just society that passes and enforces laws for the common good and with an
equal hand.

There is a saying that goes to the heart of this report on Advancing the Right to Health: “Law is but
the means, health and justice are the ends”. We hope that our examination of what countries can do
to protect the health and nurture the dignity of all peoples will contribute to a greater
understanding, and effective use, of the law in advancing the right to health.
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Introduction

SUMMARY POINTS

This report aims to raise awareness about the role that the reform of public health laws can
play in advancing the right to health and in creating the conditions for people to live healthy lives.
By encouraging a better understanding of how public health law can be used to improve the
health of the population, the report aims to encourage and assist governments to reform their
public health laws in order to advance the right to health.

The report highlights important issues that may arise during the process of public health law
reform. It provides guidance about issues and requirements to be addressed during the process of
developing public health laws. It also includes case studies and examples of legislation from a
variety of countries to illustrate effective law reform practices and some features of effective
public health legislation.

Purpose and scope of this report

The right to health is a fundamental human right that is indispensable for human well-being, for
well-functioning societies and economies, and for the ability to exercise all other human rights.
Without a basic level of health, it may be difficult or impossible for people to work, to attend school
and obtain an education, to enjoy recreation, to fully participate in society, and to enjoy other basic
freedoms. Countries around the world face many challenges that threaten the health of their
populations. These include endemic and emerging communicable diseases (e.g. HIV, tuberculosis,
malaria, emerging strains of influenza), and noncommunicable diseases (e.g. cancer, cardiovascular
disease, respiratory diseases and diabetes). Added to this are intentional and unintentional injuries,
global environmental degradation, threats to food safety and security, and trade in harmful
products.

Although these challenges have an impact on health in all countries, they disproportionately affect
poorer countries, which not only lack the resources to manage them but may also lack the political
and economic power to negotiate effective international agreements to achieve better health and
justice for their populations. Within countries, poorer segments of the population are
disproportionately affected by health risks, and by mortality and disability from disease."

Law is increasingly being recognized and used as a tool for improving the health of populations at
global, national and subnational levels. At the national level, governments need functioning health
systems that are supported by strong legal frameworks. Public health legislation sets out the
responsibilities and functions of governments to coordinate responses to public health risks, to
create healthier environments, to promote healthier behaviours, to generate the information base
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that is needed for effective action and policies, to manage a competent health workforce, and many
other functions.

This report aims to raise awareness about the role that the reform of public health laws can play in
advancing the right to health and in creating the conditions for people to live healthy lives. By
encouraging a better understanding of how public health law can be used to improve the health of
the population, the report aims to encourage and assist governments to reform their public health
laws in order to advance the right to health.

Governments may choose to reform their public health laws for many reasons: for example, to
modernize old and out-of-date laws, to address neglected issues and to respond to problems that
have arisen as a result of the application or enforcement of other laws. The process of revising public
health laws will vary significantly according to the historical and constitutional context and the legal
tradition of each country. These legal traditions include common law, civil law, tribal laws and
customs, and Sharia law. Public health law reform may occur in very different ways at national and
subnational levels. For all these reasons, there is no single approach to the reform process, and this
report is not intended to be prescriptive.

In order to achieve its aims, this report highlights important issues that may arise during the process
of public health law reform. Secondly, it provides guidance about issues and requirements to be
addressed during the process of developing public health laws on particular topics, such as access to
essential medicines, tobacco control or the regulation of infectious diseases. Thirdly, it includes case
studies and examples of legislation from a variety of countries, both large and small, to illustrate
effective law reform practices and some features of effective public health legislation.

In this report, public health law refers to the formal set of laws — and to the legal processes for
implementing and enforcing them — that seek to ensure the conditions for people to live healthy
lives. At the international level, law includes global, regional and bilateral intergovernmental
agreements, as well as the rules and regulations made by international bodies (e.g. WHO, the World
Trade Organization). At the national level, law includes executive orders and decrees issued by the
executive body or under the authority of the head of State or government; legislation passed by
Parliaments at national, state and local levels; subsidiary legislation (issued by executive agencies in
order to implement or give effect to principal legislation); the judgments and rulings of courts and
tribunals, and customary and tribal laws. In addition to legally binding instruments, executive
agencies and other government bodies may also issue non-binding guidelines and technical
standards: these may have normative effects and may play an important subsidiary role in reducing
health risks and creating healthier environments.

Who should read this report?

This report is intended to inform a wide audience, including:

e senior officials working within ministries of health;
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o officials of other ministries within government who can significantly influence public health
through their actions and policies, and through the laws they administer. The relevant
ministries or departments may include: finance, foreign affairs, justice, agriculture,
consumer affairs, education, housing, infrastructure, transport, energy, trade, environment,
communications and social security;

o members of the legislative, executive and judicial branches of government (including
parliamentarians, ministers, judicial officers, and their advisers); and

e other stakeholders, including members of health organizations, philanthropic organizations,
the media, industry, academia, employer and labour organizations, and civil society
organizations.

Individuals have a critical role to play in protecting their health and in minimizing risks to their
health. Parents also play an important role in protecting their children’s health and in creating a
healthy home environment. At the same time, the State bears primary responsibility for realizing the
right to health for the population as a whole. Collectively, through the legislature, courts and
executive and statutory agencies, the State has the capacity to pass public health laws, to implement
them and enforce them, and to balance health with other policy and social goals.

Typically, the health ministry serves as the steward of the health sector, with primary responsibility
for health services and for protecting and promoting public health. On the other hand, responsibility
for administering laws and for regulating matters that may directly affect the health of the
population will be allocated between the health ministry and a range of other ministries, including
law and justice, finance and revenue, agriculture, media and communications, housing and
infrastructure, and transport. Officials from these sectors will be important stakeholders in the
public health law reform process.

States will need to build appropriate executive and legislative structures to facilitate a cooperative
approach to health protection spanning different ministries, agencies, and (where applicable)
different tiers of government. For these reasons, the audience for this report will extend across a
number of government ministries, and may include officials and elected representatives at regional
and city levels of government.

In some countries, the impetus for reform of public health legislation may come from non-State
actors, rather than from government. Civil society organizations, professional associations and
community groups — including patient advocacy groups — make important contributions to public
health by advocating for effective policies and laws within their areas of expertise and influence.
Meaningful participation by affected communities in the design and implementation of public health
laws will help to ensure support for the law within the community, thereby improving its
effectiveness.

In summary, this report is intended to support the actions of both governments — as they lead the
process of public health law reform — and non-government stakeholders who are involved in
advocating for the reform of public health laws and supporting effective public health practices.
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The structure of this report

This report aims to encourage a better understanding of how public health law can help
governments to discharge their international obligations under the right to health. The structure of
the report reflects the consensus reached at the second of two international consultations of experts
in public health law, hosted by WHO and the International Development Law Organization, in
collaboration with the O’Neill Institute for National and Global Health Law at Georgetown University,
Washington (DC) and Sydney Law School, University of Sydney, Australia. The first consultation, held
in Rome (27-29 April, 2009), called for the development of this report. The second consultation,
held in Cairo (26—28 April, 2010), identified the key topics and issues that this report should include,
and strategies for its dissemination.

Part 2 of this report discusses the process of public health law reform. The law reform process refers
to the practical steps involved in advancing the political goal of law reform, and the kinds of issues
and obstacles that may be encountered along the way. The context in which law reform occurs, and
the specific scope of the law reform process, will vary significantly between countries. Nevertheless,
there are a number of common reasons for reviewing and updating public health laws, and many of
the most important risks to health are shared by most countries. Part 2 identifies some of the actors
who may initiate or lead the public health law reform process, discusses principles of good
governance during that process, and ways of building a consensus around the need for public health
law reform.

As noted earlier, health is frequently shaped by factors and policies that lie outside the operational
sphere of the health ministry. On the other hand, the right to health is an obligation of government
as a whole. For this reason, Chapter 6 considers the law’s role in achieving an intersectoral, whole-
of-government approach to public health law reform.

Part 3 turns from the process of reforming public health laws to the substance or content of those
laws. It identifies a number of core areas of public health practice where regulation is essential in
order to ensure that governments (at different levels) discharge their basic public health functions.
Traditionally, these core areas of public health practice have included: the provision of clean water
and sanitation, monitoring and surveillance of public health threats, the management of
communicable diseases, and emergency powers. Part 3 also considers the role of law in advancing
universal access to quality health services for all members of the population.

Building on these core public health functions, Part 3 goes on to consider a range of other public
health priorities where law has a critical role to play. These priorities include tobacco control, access
to essential medicines, the migration of health care workers, nutrition, maternal, reproductive and
child health, and the role of law in advancing universal access to quality health services for all
members of the population. The report includes many examples that illustrate the ways in which
different countries have used law to protect the health of their populations in ways that are
consistent with their human rights obligations. Countries vary widely in terms of their constitutional
structure, size, history and political culture. For these reasons, the examples given are not intended
to be prescriptive, but to provide useful comparisons for countries involved in the process of
legislative review.
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PART 1
ADVANCING THE RIGHT TO HEALTH THROUGH
LAW REFORM
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Chapter 1: Public health regulation and
the right to health

SUMMARY POINTS

The human right to health, understood as the right to the highest attainable standard of
health, provides an overarching and exacting standard to guide the actions of governments as they
strengthen their health systems by reforming their public health laws.

The principles of availability, accessibility, acceptability and quality are essential elements of
the right to health. They serve a diagnostic function, drawing attention to what remains to be
done as governments move towards universal health coverage. By increasing the capacity and
quality of health care and public health services, by ensuring that the entire population is covered
by these services, and by ensuring that these services remain affordable to everyone,
governments can help to respect, protect and fulfil the right to health.

The principles set out above provide guidance to governments as they make decisions about
the goals, resources, focus and scale of public health law reform activities. Although the precise
form that the law takes will vary significantly between countries, law has a flexible and enabling
role in helping to realize the right to health. For example, the law has a role in: eliminating
discriminatory barriers to the accessibility of health services, ensuring the accountability of health
service providers, strengthening the components of an effective health system, creating a
framework for the discharge of core public health functions, and reducing health inequalities.

1.1 Justifications for public health regulation

A variety of theoretical justifications have been put forward to justify public health regulation. These
include reducing externalities (such as protecting non-smokers from second-hand smoke or
improving suboptimal vaccination rates), or increasing the production of public goods (by improving
air quality, or vector control)." Regulation may also aim to provide consumers with better
information about harmful goods (such as health warnings on tobacco and alcohol products), or seek
to improve their capacity to make healthier choices, for example through front-of-pack food
labelling that interprets the nutritional content of food.

Other theoretical justifications for regulation pay greater attention to the persistence of health
inequalities, to the role that a healthy population plays in economic and social development, and to
shared agreement around the goal of “health for all”. These ideas, which were powerfully expressed
in the Alma Ata Declaration (1978) and in the Rio Declaration on Social Determinants of Health
(2011)® continue to inspire health sector reform efforts, and provide a justification for the role that
public health law reform plays in health development generally.
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The approach to public health law reform taken in this report rests on two fundamental human
rights concepts: the rule of law, and the right of everyone to the enjoyment of the highest attainable
standard of physical and mental health (hereafter the right to health). The rule of law refers to the
principle that law-making processes should be transparent, laws should be enforced fairly, courts
and tribunals should be independent, and the administration of law and its substantive content
should be consistent with international human rights standards (Box 1.1).

Box 1.1: Public health and the “rule of law”

The rule of law is a fundamental concept within the United Nations system. It requires that “laws

must be publicly promulgated, equally enforced and independently adjudicated and [must be]

consistent with international human rights norms and standards”.® Under the rule of law,

“«

all
persons, institutions and entities, public and private, including the State itself, are accountable to
just, fair and equitable laws and are entitled without any discrimination to equal protection of the
law”.> The United Nations General Assembly has acknowledged that advancing the rule of law at
national and international levels is “essential for sustained and inclusive economic growth,
sustainable development, the eradication of poverty and hunger and the full realization of all human

rights and freedoms, including the right to development”.®

The right to health is a human right that is well-established in international law (Box 1.2). Most
countries in the world have ratified at least one international agreement that imposes specific
obligations on governments regarding the right to health.” The right to health is recognized in the
Universal Declaration of Human Rights,® in the International Covenant on Economic, Social and
Cultural Rights (ICESCR),’ and in a number of other international human rights treaties including the
Convention on the Rights of the Child.™

Box 1.2: What are human rights?

Human rights are legal guarantees protecting universal values of human dignity and freedom.
Human rights define the entitlements of all human beings and the corresponding obligations of the
State as the primary duty-bearer. Human rights have been negotiated by States and agreed upon in
human rights treaties, such as conventions and covenants, which are legally binding on States that
are parties to them.

Although this report focuses mainly on the right to health, as recognized in the ICESCR and a number
of regional human rights treaties, there are a variety of other health-related rights in international
law that support actions by government to improve the health of their populations. These include
the right to adequate food, clothing and housing, the right to freedom from hunger, and the right to
environmental and industrial hygiene in the ICESCR (Articles 11 and 12).'! Other rights include the
right to liberty and security of the person, freedom from coerced labour, liberty of movement,
freedom of thought, conscience and religion and freedom from discrimination on grounds including
race, colour, sex, language, religion and political opinion, as recognized in the International Covenant
on Civil and Political Rights (Articles 4, 8,9, 12, 18 and 26)."
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The right to health has also been included in three major regional human rights agreements, in
Africa,” Europe™ and the Americas.” For example, Article 16 of the African Charter on Human and
Peoples’ Rights states:

1. Every individual shall have the right to enjoy the best attainable state of physical and mental
health.

2. States Parties to the present Charter shall take the necessary measures to protect the health
of their people and to ensure that they receive medical attention when they are sick.

In some countries, the right to health has been recognized in the national constitution. For example,
in Article 6 of the Constitution of the Federal Republic of Brazil, health is designated as a social right.
The right to health is further reinforced by Article 196, which states:

Health is the right of all persons and the duty of the State and is guaranteed by means of social and
economic policies aimed at reducing the risk of illness and other hazards and at universal and equal
access to all actions and services for the promotion, protection and recovery of health.™

The Constitution of South Africa guarantees access to health services, including reproductive health
and emergency services, basic health care for children, and medical services for detained persons
and prisoners."

Similarly, the Constitution of Mongolia declares that citizens shall enjoy the right to a healthy and
safe environment, and the right to the protection of health and medical care."® In turn, citizens owe
a duty to protect their own health.*

The substantive obligations embodied within the right to health were clarified by the United Nations
Committee on Economic, Social and Cultural Rights (CESCR) in General Comment 14.”° General
Comment 14 explains that the right to health is an inclusive right that extends beyond health care to
the underlying determinants of health, including access to safe and potable water, adequate
sanitation, an adequate supply of safe food and nutrition, housing, healthy occupational and
environmental conditions, access to health-related education and information, including on sexual
and reproductive health, and freedom from discrimination.?’ States have an obligation to take
immediate steps to progressively ensure that services, goods and facilities are available, accessible,
acceptable and of good quality. These obligations are discussed further in Section 1.1.

The right to health imposes three distinct obligations on States that are parties to the ICESCR. States
have an obligation to respect, to protect, and to fulfil the right to health:*

e Respecting the right to health means not interfering directly or indirectly with the enjoyment
of the right. For example, States may breach this obligation by unlawfully polluting the air,
water and soil, by unjustifiably denying or limiting access to health care services, by limiting
access to contraceptives and by withholding or misrepresenting health information,
including sexual health information.

e Protecting the right to health means taking the actions that are necessary to prevent third
parties from interfering with the right. For example, this requires States to adopt legislative
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or other measures to ensure that registered medical practitioners and other health
professionals have achieved appropriate standards of education, professional skill and
ethics. Protecting the right to health also requires States to take measures to protect
marginalized and vulnerable groups in society from violence: this includes protecting women
and children from being coerced into undergoing female genital mutilation and other
harmful procedures.

e Fulfilling the right to health means taking actions to facilitate, provide and promote the
conditions in which the right can be fully realized.” This requires States to adopt a national
health policy and to implement legislative measures that seek to realize the right.” The
obligation to fulfil the right to health requires States to ensure the provision of adequate
health services, including immunization programmes, equal access to basic sanitation
services, nutritious and safe food, and safe drinking water. It requires States to consider the
infrastructure requirements for the provision of health services, including the provision of an
adequately trained workforce, as well as hospitals and other health-related facilities that are
culturally appropriate and respond to the needs of vulnerable and marginalized groups. It
requires States to ensure the availability of a health insurance system (whether public,
private, or mixed) that is affordable for all. States must promote medical research and health
education, and disseminate information to meet the health needs of the population.
Information campaigns should include information relating to healthy lifestyles and
nutrition, the availability of health services, harmful traditional practices, HIV/AIDS, sexual
and reproductive health, domestic violence, the harmful use of alcohol, and the use of
tobacco and other drugs. States are required to take appropriate actions to respond to
environmental and occupational health hazards, and other threats that have been
demonstrated by epidemiological evidence, and to provide a coherent national policy on
occupational accidents.”

(a) Obligations of immediate effect under the right to health

As explained in General Comment 14,%® the right to health requires States to take concrete steps
towards ensuring the availability and accessibility of quality public health and health care services,
especially for socially disadvantaged and marginalized groups. Although the right to health
acknowledges resource constraints and is subject to progressive realization, certain obligations are
of immediate effect.”

For example, countries owe an immediate obligation to ensure that the right to access health
services and other underlying determinants of health (e.g. sanitation and potable water) is not
undermined by discrimination on grounds recognized in the Covenant. These grounds include
discrimination on the basis of “race, colour, sex, language, religion, political or other opinion,
national or social origin, property, birth, physical or mental disability, health status (including
HIV/AIDS), sexual orientation and civil, political, social or other status”.?® For example, in the case of
children and adolescents, the principle of non-discrimination precludes preferential feeding or
medical treatment for boys at the expense of girls.”® In societies that are sharply divided between
different ethnic groups, it requires health service providers to be blind to these differences and to

treat everyone with dignity and respect. In some countries, HIV-related stigma and discrimination
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are widespread: governments may need to take bold measures to confront and reduce this in order
to overcome the disincentives that prevent people, including mothers and children, from being
tested and accessing the treatments they need.*

Another important obligation of immediate effect is the obligation to take “deliberate, concrete and
targeted” steps towards the full realization of the right to health. A useful starting-point is to adopt
and implement a national public health strategy and plan of action, based on the specific health
needs of the population. A national strategy and plan of action are identified elsewhere in General
Comment 14 as one of a number of “core obligations” that arise from the right to health.*" National
public health strategies and plans of action should be developed through processes that facilitate
community participation, with clear goals, targets, health indicators and time frames to enable
monitoring of progress and evaluation.*

(b) Core obligations arising under the right to health

Separate from the obligations of immediate effect discussed above, General Comment 14 identifies
a number of core obligations that arise under the right to health. These core obligations may be seen
as priorities for action as States move as quickly as possible towards the full realization of the right
to health. These core obligations are summarized in Box 1.3.

Box 1.3: Core obligations arising under the right to health®

The right to health in Article 12 of the ICESCR, as interpreted by the CESCR in its General Comment
14, imposes a number of core obligations. These include the obligations to:

e ensure the right of access to health services without discrimination;

e ensure access to food that is safe and nutritionally adequate and to ensure freedom from
hunger;

e ensure access to basic shelter, housing and sanitation, and an adequate supply of safe and
potable water;

e provide essential medicines, as defined by WHO from time to time;
e ensure equitable distribution of health facilities, goods and services;

e adopt and implement a national plan of action addressing the health concerns of the
population.

In addition to the core obligations above, there are a number of obligations of “comparable
priority”. These include the obligations to:

e ensure reproductive, prenatal and postnatal maternal and child health care;
e provide immunization for priority diseases;

e prevent, treat and control epidemic and endemic diseases;

e provide education about the major health challenges facing the community;

e provide appropriate training for health personnel, including education on health and human
rights.
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(c) The right to health and health systems

In order to respect, protect and fulfil the right to health, States must invest in the components or
building blocks of an effective health system. WHQ’s definition of a health system encompasses all
the “organizations, people and actions whose primary intent is to promote, restore or maintain
health”.** This includes not only the provision of health services by government and the private
sector, but public policies directed at the determinants of health, regulatory frameworks, health
legislation and intersectoral efforts by government ministries to support the determinants of better
health. Table 1.1 summarizes the building blocks of WHO’s health system framework. Laws, fiscal
strategies and governance frameworks support each of the components of an effective health
system, and are tools for further strengthening it.

Table 1.1: Building blocks of a well-functioning health system®

Leadership and governance: includes policies,
strategies, laws, incentives, enforcement and
accountability mechanisms. Includes governance
structures to improve leadership and to facilitate
intersectoral action to improve health.

Health information systems: includes the
collection, production, management, analysis
and sharing of information on health status,
health determinants, and all aspects of health
system performance (including progress in
meeting health goals and targets, improving
equity, and efficient use of resources).

Health financing: financing structures to raise
sufficient funds and to share financial risks
across the population. By removing financial
barriers and by preventing catastrophic
expenditure, an effective health financing
system ensures that the full range of quality
health services are available to the entire
population, according to need.

Human resources for health: includes a
competent health workforce that is available in
sufficient numbers, comprises an appropriate
mix of functions, is fairly distributed, competent,
responsive and productive. Includes payment
systems, incentives and regulatory mechanisms
to ensure the effective and sustainable delivery
of high-quality services.

Delivery of health services: both personal and
population-level services covering disease
prevention, health promotion, treatment,
rehabilitation and palliative care. Includes
standards to ensure access, safety, quality,
effectiveness and accountability.

Essential medicines and technologies: universal
access to health services is not possible without
policies to assure affordable access to essential
medicines, vaccines and health technologies.
Includes a national list of essential medicines, an
effective distribution system for essential
medicines and health technologies, and a
regulatory system for marketing authorization,
and for the monitoring of medicines and
therapeutic products.

The right to health, as explained in General Comment 14, does not create an entitlement to be
healthy. Nor does it hold States responsible for all the potential causes of poor health, including
genetic susceptibility or an individual’s choice to adopt an unhealthy lifestyle. On the other hand, the
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obligation to respect, protect, and fulfil the right to health places health on the agenda of every
government, and provides a mandate for the legislative and administrative actions that are
necessary, across all the relevant sectors of government, to create the conditions in which members
of the population can realize the highest attainable standard of health. The right to health provides
an over-arching and exacting standard to guide the actions of governments as they seek to
strengthen their health systems, and to review the health impact of legislation and policies outside
the health sector.

The right to health has inherent value for members of the population because it imposes on
governments an obligation to help to create the conditions for a healthy, productive and flourishing
life. However, in addition to its inherent value, there are at least two important reasons why the
right to health — as a guiding value for the law reform process — is more likely to achieve the goal of
longer and healthier lives.

Firstly, in some areas, including sexually transmissible infections, and contagious diseases (e.g.
influenza), it is difficult if not impossible to effectively or efficiently monitor the behaviours that
result in disease transmission. As a result, the extent of disease transmission will depend, to a
significant degree, on the voluntary cooperation of individuals. In the case of pandemic or infectious
diseases, people are more likely to trust the advice of governments, and to follow lawful directions,
if they are confident that they will be treated fairly and in accordance with the rule of law. Laws that
take account of the impact of government actions on all members of the population, including those
who are marginalized and powerless, are likely to be most effective in minimizing disease
transmission. For example, in the case of sexually transmissible infections, individuals are more likely
to present for treatment and to follow medical advice if the law protects them from discrimination
by health professionals and other service providers.

The second reason why the protection of human rights is central to the effectiveness of public health
law is because, in circumstances where human rights are ignored or disregarded, significant sections
of the population risk being marginalized. If this happens, their health will suffer, and this, in turn,
will defeat the universal goal towards which the right to health aspires: to create the conditions for
the highest attainable standard of health across the whole population. In most societies, distinct
patterns of health inequality correlate with socioeconomic status and undermine the achievement
of other social and economic goals.® If countries are to make progress towards realizing the right to
health for their populations, they must address the broad range of social, economic and
environmental factors that are responsible for health inequalities.

1.2 Concepts and principles for guiding and
evaluating law reform efforts

Governments owe a duty to ensure that health care facilities, goods and services, as well as public
health services, facilities and programmes, are available, accessible, culturally acceptable,
scientifically and medically appropriate and of good quality.”” These principles, which are discussed
further below, can be used by governments and other stakeholders both to evaluate the adequacy
of existing laws and to determine the scope of needed reforms.
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(a) The goal of universal health coverage

The principles of availability, accessibility, acceptability and quality are not only guiding concepts
that help to clarify the nature of the responsibility that governments owe under the right to health.
They also highlight actions to be taken to achieve the goal of universal health coverage (UHC)
(Box 1.4). UHC, in turn, is a way of making progress towards meeting the various treaty obligations
that countries have undertaken regarding the right to health.*

UHC has been defined as “all people receiving quality health services that meet their needs without
exposing them to financial hardship in paying for them”.* The priority health services referred to in
this definition include promotive, preventive, curative, rehabilitative and palliative health services.*
Defined in this way, the objectives of UHC are: equitable access to priority health services (health for
all), quality and effectiveness of health services, and financial protection. Like the concept of a
health system (Table 1.1), UHC includes but is not limited to affordable access to health care
services; it extends to public policies and actions taken outside the health sector to address the

determinants of health.*

Box 1.4: The concept of UHC

In December 2012, the United Nations General Assembly reaffirmed the goal of UHC, pointing out
that the concept implies that:

all people have access, without discrimination, to nationally determined sets of the needed
promotive, preventive, curative and rehabilitative basic health services and essential, safe,
affordable, effective and quality medicines, while ensuring that the use of these services does not
expose the users to financial hardship, with a special emphasis on the poor, vulnerable and
marginalized segments of the population.*?

UHC is typically presented as a cube (the “UHC cube”) with three dimensions or axes representing
the population, health services, and health costs (Figure 1.1). The x axis represents the population,
and shows the proportion of the population who are covered, and who are not covered, by a
funding mechanism created from pooled funds.
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Figure 1.1: The UHC cube: services provided, people covered, and cost
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services are covered

X: population axis: who is covered

The z or services axis represents the range of services that are provided from pooled funds, as a
proportion of the full set of quality health services that the population needs. The services axis
encompasses all levels of the health system, including health care services provided to individuals in
the primary care setting, and in hospitals, preventive services provided in community settings, as
well as public policies and laws addressing health risks at the population level, such as taxes on
alcohol and bans on the advertising of tobacco. Since it encompasses priority health care services,
the services axis encompasses universal access to essential medicines and technologies, a motivated
and effective health workforce, and health information systems.* Since it encompasses preventive
services, the services axis includes immunizations, the provision of family planning and pregnancy
care services, water and sanitation infrastructure, regulatory frameworks for a safe and sustainable
food supply, and for controlling epidemics of infectious disease, as well as laboratories and other
infrastructure for monitoring health risks.

The y axis relates to the cost and affordability of the services provided. It illustrates the proportion of
health costs that are met from pooled funds, and the proportion of health costs that impose direct
costs on individuals and families, as a proportion of the total cost of providing the population with
the health services that it needs. In low- and middle-income countries, health services may be
funded in a variety of ways, including through taxes (services provided or funded by government),
through pre-payment systems (insurance), through direct payments by individuals, and in some
cases through donor contributions. Since the poor may be unable to meet user fees, or may suffer
financial hardship in doing so, taxes and insurance systems are vital to increasing health equity.
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Pooled funds can reduce health inequalities by increasing the affordability of health costs, as well as
the number of services that do not impose direct costs on users.

The UHC cube represents a dynamic system. The population axis will continue to expand as the
population grows; the services axis will expand as new health services, treatments, drugs and
technologies become available, while the cost axis will expand as treatments and other services
become more expensive to provide.*

The purpose of the UHC cube is to encourage countries to expand the provision of priority health
services, to extend the coverage of those services to more people, and to reduce out-of-pocket
payments.* This raises critical questions, including which new services to include in the benefits
package (services axis), which services to expand to a wider proportion of the population, how to
define the eligibility criteria for coverage (population axis), and how to finance the expanded range
of services covered by pre-payment mechanisms (cost axis). Increasing coverage requires an
understanding of the bottlenecks and weaknesses that prevent health systems from serving the
entire population and from providing the full suite of priority services at a cost that is affordable and
sustainable. As explained below, the guiding concepts of availability, accessibility, acceptability, and
quality focus attention on each of the axes of the UHC cube, and provide a framework for evaluating
the actions taken by governments to expand UHC.

(b) Availability

General Comment 14 emphasized that health care facilities, goods and services, as well as public
health services, facilities and programmes should be available in sufficient quantity.* The precise
nature of the facilities, goods, and services will vary according to many factors, including the level of
development of each country, the unique set of health challenges it is facing, the available sources
of financing and the mix of public and private sector service providers. Nevertheless, services,
facilities and programmes that are essential to an effective health system include: sources of safe
and potable drinking water, adequate sanitation facilities, health clinics, hospitals and other health-
related buildings, trained medical and professional personnel receiving domestically competitive
salaries, and essential drugs, as defined by the WHO Action Programme on Essential Drugs.”’

Right to health concepts provide a helpful way of evaluating efforts to move towards UHC. The
guiding principle of availability links with the services axis of the UHC cube (Figure 1.2). It requires
governments to assess health needs within the population, and to address the constraints and
barriers to scaling up the provision of priority services to meet those needs. In many cases, these
constraints will reflect weaknesses in the building blocks of the health system (Table 1.1),*® including
lack of investment in the resources that are necessary to provide the appropriate quantity or volume
of services. Common problems may include:

e lack of facilities and infrastructure (including bad roads or transport options to enable
people to travel to places where they can register for insurance coverage or receive health
services);

e inadequate distribution systems for essential medicines;
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e lack of human resources (a skilled and motivated health workforce — especially in rural and
remote areas);

o lack of planning and leadership, and

e the absence of legislative and governance frameworks for managing the provision of services
and for ensuring accountability.

Improving availability requires more investment in the resources that make it possible to increase
the range of health services that can be delivered to the population (i.e. more services), as well as
the maximum capacity of those services (more of each service).*

Figure 1.2: Evaluating progress towards UHC using right to health concepts

IMPROVE AFFORDABILITY: by moving
from fee-for-service to pre-payment and
pooled funding schemes for needed health
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find new funding sources to ensure the 7 N
sustainability of health insurance systems.
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<
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IMPROVE SERVICE AVAILABILITY: requires
governments to assess health needs within the
population, and to address the constraints and
barriers to scaling up the provision of priority
services to meet those needs

X: Population axis: who is covered?

The commitment of governments and other service providers to increasing the availability of health
services may be formalized through technical, financial and logistic plans, with assistance from
development partners, as appropriate. However, law reform is an important and often
unacknowledged part of the governance reforms that are necessary to implement health plans, to
scale up the delivery of health services, and to manage resources effectively. For example, legislation
may be needed to establish a health insurance commission to manage a national health insurance
scheme, including registering members, accrediting health service providers, processing claims and
managing a national health insurance fund. Similarly, legislation may be needed to establish a
national medicines authority to monitor the availability of essential medicines at affordable prices,
to encourage the appropriate use of generic medicines, and to recommend the reduction of taxes,
tariffs and mark-ups on essential medicines.”® Legislation may also establish systems for licensing
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health care establishments, and training and registering classes of health professional that are
adapted to each country’s particular needs.

Governments may formalize their commitment to improving the availability of health care and
public health services through legislation establishing a national health system. For example, South
Africa’s National Health Act seeks to implement the constitutional right to access health care
services, and other health-related rights, by establishing a national health system which provides the
population with the best health services that available resources can afford, in an equitable manner
(Box 1.5). Ultimately, the guiding principle of availability directs attention to the capacity of
governments to provide more services from pooled funds and to increase the volume of the services
that are offered.

Box 1.5: The goals of South Africa’s National Health Act (Act no. 61 of 2003)

2. Objects of the Act

The objects of this Act are to regulate national health and to provide uniformity in respect of health
services across the nation by:

a) Establishing a national health system which:
i) encompasses public and private providers of health services; and
ii) provides in an equitable manner the population of the Republic with the best

possible health services that available resources can afford;

b) Setting out the rights and duties of health care providers, health workers, health
establishments and users; and

c) Protecting, respecting, promoting and fulfilling the rights of:

i) the people of South Africa to the progressive realization of the constitutional right of
access to health care services, including reproductive health care;

ii) the people of South Africa to an environment that is not harmful to their health or
well-being;

iii) children to basic nutrition and basic health care services contemplated in section
28(l)(c) of the Constitution; and

iv) vulnerable groups such as women, children, older persons and persons with
disabilities.

(c) Accessibility

In addition to investing in the resources that are needed to ensure that health facilities, goods and
services are more widely available, governments must take steps to ensure that these services are
accessible to the entire population.®® The concept of accessibility has four overlapping dimensions:
non-discrimination, physical accessibility, affordability and information accessibility.
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Non-discrimination

The guiding principle of non-discrimination relates to the population axis of the UHC cube, since the
goal of protecting people from discrimination is to ensure that they are not excluded from receiving
the health services that they need (Figure 1.2). Members of the population should not be denied
access to health services or medicines because of their racial or cultural identity, their sex, language
or religion, their physical or mental disability, sexual orientation, political opinions, or their health
status (including HIV status).”® Discrimination entrenches health inequalities by excluding
marginalized and vulnerable groups and by treating them less favourably than other individuals and
groups. For example, some countries have large, permanent populations of migrants who provide a
cheap labour force and may live for many years in the country without gaining citizenship. If
governments are to create the conditions in which all members of the population can realize the
highest attainable standard of health, then public health and health care services must also be
accessible by these populations.

General Comment 14 states that countries have an immediate obligation to respect the right to
health by preventing discrimination in access to curative, palliative and preventive services.”
Governments can honour these entitlements by passing and enforcing non-discrimination laws.
Typically, these laws will set out the grounds of prohibited discrimination, or the protected
attributes or characteristics that cannot lawfully be used as a basis for discriminating against a
person in the provision of health services, employment and education, and in other areas. These
laws may also establish a complaints-handling body with power to investigate and conciliate
complaints, and to pursue other remedies in appropriate cases.

Physical accessibility

The guiding principle of physical accessibility also links with the population axis, by directing
attention to the barriers and obstacles that stand in the way of extending health services to more
people (Figure 1.2). Health facilities, goods and services will not contribute to the goal of improving
public health unless they are within the safe physical reach of those who could benefit from them,
including vulnerable or marginalized groups and others who have difficulty accessing services. These
may include ethnic or religious minorities, indigenous populations, women, children, the elderly,
people with disabilities, and people living in slums or in remote or inaccessible locations.

For example, remote populations will effectively be denied access to health services unless the
infrastructure exists to enable them to reach and to use those services.*® Physical accessibility
therefore includes not only physical infrastructure, such as adequate roads and bridges, but also
forms of transport, such as bus or ferry services, and other forms of needed assistance, such as child
care or disability support services.
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Economic accessibility (affordability)

The guiding principle of economic accessibility directs attention to the cost axis (Figure 1.2).
Essential health facilities, goods and services should be affordable for all. In many countries, health
services are delivered through a mix of government, government-funded and privately-funded
providers. Payment for health care services (including consultations, diagnostic procedures, and
essential medicines), public health services (such as vaccinations), and services related to the
underlying determinants of health (such as water, sanitation and the removal of rubbish), should be
based on the principle of equity. This requires that these services should be affordable to everyone,
including socially and economically disadvantaged groups, those with no fixed income, or with
precarious incomes working in the informal sector. Box 1.6 provides an example of how law can
formalize a national government’s commitment to keeping health services affordable.

Economic accessibility requires governments to implement funding mechanisms that reduce out-of-
pocket payments imposed at the time the service is delivered, while expanding revenues obtained
through taxpayer funded health insurance schemes, premiums or other pre-payment mechanisms.>”
By increasing the proportion of health services that are funded from pooled funds, governments can
reduce the proportion of the population who suffer catastrophic out-of-pocked expenditures, or
who defer or are denied services due to their inability to pay.

Box 1.6: Improving economic access to health care services in the Islamic Republic of Iran

The Constitution of the Islamic Republic of Iran recognizes the rights to the enjoyment of social
insurance and social security benefits covering retirement, unemployment, old age, disability and
medical care. These rights provided the basis for additional protections recognized in the
comprehensive Law of the Fourth Economic, Social and Cultural Development Plan, 2005-2009,
enacted on 1 September 2004.>°

Article 90 of the Plan was intended to enhance fairness in accessibility to health care services by
reducing the proportion of low-income households suffering from catastrophic expenditure on
health (that is, expenditures consuming more than 40% of income after basic subsistence needs
have been met). Article 90 directed the Ministry of Health, Medicare and Medical Education to
prepare by-laws ensuring that out-of-pocket payments (the contribution of patients to the costs of
health care services) do not exceed 30% of the total cost of those services. The goal of Article 90 is
also to reduce the proportion of vulnerable households suffering from catastrophic health care
expenditures to 1%.

Economic accessibility does not mean that all services should be provided by government, nor that
services should be made available to all individuals free of charge. However, it does require
governments to take concrete steps to ensure that the poorest and most vulnerable groups in
society are not “disproportionately burdened with health expenses as compared to richer
households”.”” For example, this may require government to subsidize the costs of health services in
remote and rural areas, where the provision of those services is necessarily less cost-effective, and

where the true cost of those services would put them out of reach of poorer, vulnerable groups.
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Information accessibility

The principle of accessibility includes the right to seek, to receive and to express information and
ideas about health issues to others. Health service providers and health insurance schemes must
also ensure that personal health data is kept secure, and that privacy and confidentiality are
respected. Both of these aspects of information accessibility relate to the population axis, by
directing attention to factors that may undermine demand for health services in the population
(Figure 1.2).

Protecting the confidentiality of each person’s health care information is necessary to create trust
and to encourage all members of the population to access health care services. Protecting the
confidentiality of particularly sensitive information, such as information relating to HIV infection,
sexual health or mental health, is especially important in order to avoid creating disincentives to
people seeking information and treatment in these areas.

(d) Acceptability

The principle of acceptability provides that health facilities, goods and services should be delivered
in ways that are culturally appropriate, sensitive to gender and to different age groups, and
consistent with ethical obligations. Acceptability relates to the population axis, by directing attention
to factors that may undermine demand for health services by those who need them. For example,
there is good evidence that providing clean needles and syringes to persons who are injecting drug
users will reduce the transmission of HIV.® However, clean needles must be available in trusted
locations where injecting drug users feel safe in accessing them (such as outreach centres, vans,
trust points), without the risk of harassment, arrest or criminal liability. Legislation which
criminalizes the possession of needles and syringes can undermine efforts to reduce HIV
transmission among injecting drug users.

(e) Quality

Health facilities, goods and services should be scientifically and medically appropriate and of good
quality. Ensuring quality in the provision of facilities, goods and services requires a skilled health
workforce, processes for assuring the supply of officially approved and unexpired drugs and hospital
equipment, safe and potable water, and adequate sanitation.

Quality is an independent variable that is central to the capacity of governments to move towards
UHC.>® Unless the health services that governments provide are effective, and of high quality, they
cannot contribute to the realization of the highest attainable standard of health. In addition, quality
is relevant to the population axis of the UHC model (Figure 1.2): if health services are of poor quality,
this may reduce demand for those services, even by those who need them.
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PART 2
THE PROCESS OF PUBLIC HEALTH LAW REFORM
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Introduction

The processes involved in reforming or introducing new public health laws are critical to the
legitimacy and success of law reform efforts. “Process”, in this report, refers to the practical steps
that governments and other stakeholders take to advance the goal of law reform, within the political
context of each country. In addition to discussing these practical steps, this report points to
principles of good governance that the process of law reform ought to reflect. The law reform
process provides the opportunity for lawmakers to consult with stakeholder groups and others who
will be affected by the law and to build public support for the changes that are required. This can
improve the implementation of the law and compliance with legal requirements.

Part 2 of this report begins by explaining the context of public health law reform (Chapter 2).
Although the law reform process will vary greatly between countries, Chapter 2 distinguishes
between the following three activities:

e Health legislation review: this is the formal process of reviewing public health laws, either
generally or in a specific area, and assessing the need for reform.

e Implementing recommendations from a legislative review: this is the process of designing
and drafting public health laws. It also includes the political process of passing legislation
through parliament, as well as arrangements for the implementation and enforcement of
laws.

e Designing the review process: ensuring good governance throughout the process of
reviewing, drafting and amending public health laws.

One of the first questions a government will consider is whether the goals that it wishes to achieve
require a legislative or regulatory response, or whether other forms of governance (e.g. self-
regulation or co-regulation) are more appropriate (see Section 2.3). This question may also arise
when a government is considering how best to implement the recommendations from a health
legislation review.

In many cases, the decision to review existing public health laws or to introduce new laws will be
made for quite specific purposes. As a result, the scope of the legislative review process may be
narrowly defined. At the same time, the purpose of this report is to encourage governments to
consider the flexible role that law can play in national efforts to realize the right to health for all
members of the population. This report therefore takes a broad perspective on the process of public
health law reform. Section 3.1 considers some common reasons why public health laws may need to
be revised, and encourages governments to consider the benefits of updating and improving their
public health laws generally.

Depending on its scope, the process of reviewing public health laws may provide the opportunity to
identify priorities for legislative reform, based on evidence of the burden of disease in each country
and the major health issues that each country is facing. Despite the differences between them, many
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low- and middle-income countries face remarkably similar health challenges. These include the need
for legal frameworks to respond effectively to HIV, to epidemics of contagious disease, to the major
risk factors for the rising burden of noncommunicable disease (including tobacco use, harmful use of
alcohol, poor diet and obesity), and to the large burden of preventable injuries. These priority areas
are reviewed in Section 3.2.

Although law reform is primarily the responsibility of the government, civil society organizations can
make an important contribution by educating the community about the need for reform, and by
mobilizing political support for law reform within government (Section 3.3). In some countries,
political and legislative mechanisms facilitate the direct participation of the community in the
development of health policy. These mechanisms, as well as public interest litigation, can act as
triggers or catalysts for the reform of public health laws, as discussed in Section 3.4.

After it has made a formal commitment to implement recommendations from the legislative review
process, government will face the challenge of translating those recommendations into effective
public health legislation. The process of designing and drafting new laws will benefit from a good
understanding of the range of legal strategies that are available to governments to improve public
health and to implement policy recommendations. Chapter 4 reviews some of the components or
characteristics of effective public health laws. Governments that have chosen to amend their public
health laws should ensure that the law provides a clear mandate for public health actions and sets
out the powers and responsibilities of public health officials clearly. Other issues for consideration
include the need for coherence between public health laws and laws administered by other
ministries, and the need for human rights safeguards (such as protection from discrimination) to be
built into public health laws.

The process of formally reviewing public health laws, drafting new ones and gaining parliamentary or
executive approval for new laws, is complex and will often be subject to political pressures. Law-
makers will need to comply with parliamentary (or other law-making) rules and procedures.
Chapter 5 emphasizes the importance of good governance throughout the law reform process. This
includes resisting efforts to corrupt the law-making process, and implementing the principles of
accountability, transparency and respect for the rule of law.

In some cases, the public health goals that a government is seeking to achieve will require a
collaborative approach between the health ministry and other ministries. This may lead to formal
consideration of how best to facilitate and coordinate an intersectoral approach to addressing public
health priorities. Globally, there is growing awareness of the importance of coordinated,
intersectoral action to improve public health and to reduce health inequalities.’ Chapter 6 considers
how law and governance reforms can support and improve the process of collaboration between
ministries, and with other stakeholders that are participating in intersectoral health initiatives.
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Chapter 2: The context of public health law
reform activities

SUMMARY POINTS

Laws that protect the health of the population may be organized and administered quite
differently in different countries, depending on historical and constitutional factors, and the
specific health challenges each country has faced in the past. The concept of public health law is
not limited to laws regulating the provision of health care services, but extends to the legal
powers necessary for the State to discharge its obligation to realize the right to health for all
members of the population.

The scope of any formal review process of public health legislation may vary widely according
to the political and legal context and priorities of each country.

The capacity and willingness of governments to amend or replace public health laws, based on
the recommendations of a formal legislative review, may be affected by the political ideology of
the government concerned, the political feasibility of reform proposals, competing legislative
priorities and available resources.

When implementing law reform recommendations, governments should plan to monitor and
evaluate their impact. This will involve identifying indicators that are suitable for tracking the
impact of the law on relevant practices and health outcomes.

Governments may need to set national priorities and to implement public health law reform
recommendations in a stepwise manner, dedicating resources tow a smaller number of cost-
effective reforms that will deliver the greatest overall health benefits, and working towards
implementation of a broader set of reforms as resources allow.

Countries may use a variety of different forms of regulation to regulate health risks and other
health matters. These include legislation, subsidiary regulations, decrees and executive orders, as
well as guidelines and codes of conduct. Governments may adopt forms of co-regulation that
formally include the participation of industry or professional bodies and/or civil society
organizations. Governments may also defer to customary law as a valid source of law, or declare it
to be the governing source of law in certain contexts.

In considering whether public health law reform is appropriate, and whether self-regulatory
codes and guidelines, or co-regulatory schemes, are failing to achieve public health goals,
independent monitoring and evaluation are critical.

2.1 What are public health laws?

The Constitution of WHO makes it clear that health is not only about the absence of disease or
infirmity, but is a complete state of physical, mental and social well-being.? Similarly, the concept of
public health law, as understood in this report, is not restricted to laws that regulate the provision of
health care services, but includes the legal powers that are necessary for the State to discharge its
obligation to realize the right to health for all members of the population.
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Laws that protect the health of the population may be organized and administered quite differently
in different countries, depending on historical and constitutional factors, and the specific health
challenges each country has faced in the past. These may include laws that regulate food safety,
tobacco control, environmental sanitation, registration of pharmaceuticals, the registration of health
practitioners, sexually transmissible infections, the management of communicable diseases,
quarantine, public health emergencies, collection and management of health data, the powers and
functions of public health officers, and the performance of public health functions by local and
regional governments.

Typically, the health ministry will administer laws that affect the provision of health care services
and address a range of other health risks. Outside the health ministry, other ministries will
administer laws that may also have a significant influence on health risks and health outcomes.
Examples include laws relating to pollution and environmental contamination, consumer protection,
criminal justice, local government, transport, housing and agriculture. Although the health ministry
will usually lead initiatives to reform public health legislation, collaboration between ministries and
agencies will be essential where the issue under consideration does not lie within the sole
operational domain of the health ministry. For example, the reform of laws that aim to prevent
violence against women will necessarily require the involvement of the justice ministry, while any
initiative that relates to the taxation of tobacco or alcohol will normally involve the finance ministry.
Efforts to reduce the health disparities that arise from social disadvantage may involve ministries
with responsibilities for employment, public housing, transport and social security.

Where more than one ministry or agency is involved, the process of legislative review necessarily
becomes more complex. Chapter 6 identifies practical steps for initiating intersectoral initiatives to
improve public health, and presents several case studies of governance reforms that have supported
government-wide efforts in this area.

2.2 Conceptualizing the process of health legislation
review

(a) Impetus for a review

The opportunity to review public health laws may arise in many different ways, with many variations
between countries. The review process may evolve in response to specific concerns about the failure
of current laws or policies, or from broader discussions about how to improve policies, modernize
laws or adapt to new challenges. The impetus for a review may come from government itself, from
stakeholder groups outside government, or from development partners. International factors may
also have an influence, such as the need to discharge obligations owed under international law (e.g.
the WHO Framework Convention on Tobacco Control® or the International Health Regulations
(2005)*), or to implement recommendations and action plans, such as WHO’s Action Plan for the
Prevention and Control of Noncommunicable Diseases 2013-2020.°
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(b) Scope of the review process

Assuming that government has formally decided to conduct a review of existing public health laws,
the scope of that review may vary widely. It may range from reviewing the adequacy of a particular
section within a statute or code to revising or introducing an entirely new public health act. Even
more ambitiously, the review process may include consideration of laws and matters administered
by ministries outside the health ministry. An intersectoral or cross-ministerial review process may be
necessary in order to respond effectively to persistent health challenges; for example, in order to
improve food security, to reduce health inequalities, to improve maternal and child health, and to
reduce the risk factors for noncommunicable diseases (see Chapter 6).

The scope of the review will often have an influence on the agency or person chosen to undertake
the review and the formal processes involved. A review may be carried out by independent
consultants at the request of the health ministry, by health ministry officials, by a parliamentary
standing committee, by a specially-formed commission or review committee, or by a specialist law
reform body such as a law reform commission. The person or committee that undertakes the review
may report back to the health ministry, or report directly to those who have political influence, such
as the health minister, a group of senior government ministers, or even the prime minister or
president. The question of who undertakes the health legislation review, and to whom they report,
may have an important impact on how seriously the recommendations of the review are taken, and
whether they remain on the political agenda.

The issues considered during a health legislation review will also vary widely, according to the terms
of reference of the review. For example, the review may include a consideration of: the specific
problems that have arisen with the administration of current laws; the opinions of the key
stakeholder groups (including political parties, business and professional groups, faith-based
organizations, civil society organizations and development partners); the legislative and
constitutional powers of the government to reform the law in a particular area; recent international
developments; and the extent to which law reform is occurring in other countries and jurisdictions.

(c) Implementing recommendations

It is helpful to distinguish between the recommendations made during a formal review of public
health laws, and any subsequent decision by government to amend or replace existing laws. The
capacity and willingness of a government to implement the recommendations of a review may be
affected by the political ideology of the government concerned, the political feasibility of the reform
proposals, competing legislative priorities and available resources.

The design and drafting of new public health laws raises a wide range of matters for consideration.
Law reformers will need to consider the most appropriate legislative mechanism for implementing
the recommended changes, and specify who will administer the new law and what legal powers they
will require to do so effectively. They should also consider the compatibility of the law with human
rights principles and the potential role of regional, city and local governments in making the new law
work. Legislative drafters should consider whether those who will administer the new law have the
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capacity to understand its requirements, as well as the process of transition from existing laws to
new laws.

When implementing law reform recommendations, governments should plan to monitor and
evaluate their impact. This will involve identifying indicators that are suitable for tracking the impact
of the law on relevant practices and health outcomes.® For example, monitoring the impact of
tobacco control laws may require both baseline and follow-up surveys to determine smoking
prevalence. Governments may also monitor the impact of mandatory helmet laws in terms of
infringement notices and road accident fatalities. In many countries, the resources of governments
to engage in public health law reform are limited. Governments will therefore need to set national
priorities and proceed in a stepwise manner, dedicating resources to a smaller set of cost-effective
reforms that will have the greatest overall health benefits, and working towards implementation of a
broader set of reforms as resources allow.’

This report includes many case studies and examples of legislation from around the world. These are
not “model laws”, and in many cases simply reflect the local circumstances of each country.
However, by sharing the experience of other countries, the report aims to give public health
authorities a greater understanding of the options for reform, and a determination to use legal
powers effectively to realize the right to health.

2.3 Why legislate?

In many countries, a variety of forms of regulation are used by governments to regulate health risks
and to create healthier environments. These range from legislation, subsidiary statutory
instruments, decrees and executive orders to “soft law” instruments such as guidelines and self-
regulatory codes of conduct. In some countries, governments may also defer to customary law as a
valid source of law, or declare it to be the governing source of law in certain contexts.® For example,
Fiji’s Public Health Act states that the Act does not apply to villages (with the exception of those
provisions governing infectious diseases), although the Minister of Health retains residual power to
extend the application of any provision of the Act to villages by executive order.” As a result,
customary law and forms of social organization remain the operative source of authority for
managing “minor public health risks, sanitation and general village neatness”.” As with other
sources of law, governments should ensure that customary law upholds universal human rights and
does not legitimate discrimination.

In addition to statutory regulation, and voluntary forms of regulation, governments may adopt forms
of co-regulation that draw on the participation of industry, professional or civil society organizations
(Box 2.1). For example, government may give an industry-administered code or self-regulatory
process official status within a statutory scheme. Alternatively, it may enhance the status of an
industry code in other ways, such as through the participation of a government representative on its
governing board. As Box 2.1 illustrates, in some countries, important matters of health policy — such
as the regulation of food advertising to children, or regulation of electronic cigarettes — may be
regulated by industry-based bodies within statutory schemes that lie outside the responsibility of
the health ministry. Governments should consider carefully whether it is appropriate to delegate
responsibility for important health issues to industry-based, non-health bodies.
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Box 2.1: Advertising regulation in the United Kingdom: an example of co-regulation

In the United Kingdom, both non-broadcast and broadcast advertising are governed by a co-
regulatory system. The Committee of Advertising Practice (CAP) is responsible for writing and
updating the United Kingdom Code of Non-broadcast Advertising, Sales Promotion and Direct
Marketing, while the Broadcast Committee of Advertising Practice (BCAP) writes and updates the
United Kingdom Code for Broadcast Advertising. The membership of both Committees is made up of
advertising associations, media owners and other industry groups.™

Although CAP and BCAP are responsible for the standards that govern the content of advertising in
the United Kingdom, an independent body, the Advertising Standards Authority (ASA) administers
the codes by acting on complaints and taking action against misleading, harmful or offensive
advertisements. The ASA Council hears complaints and decides if advertisements have breached the
advertising codes (two thirds of its members are independent of industry).'? The United Kingdom
Office of Communications (Ofcom) remains the statutory regulator for the communications
industries, signs off on major changes to the Codes and has ultimate responsibility for enforcing
compliance with the Codes.™

The co-regulatory advertising scheme of the United Kingdom has addressed concerns relating to the
advertising of unhealthy products in a number of ways. In 2007, Ofcom banned the advertising of
foods high in salt, sugar and fat (based on a nutrient profile developed by the Food Standards
Agency) in television programmes commissioned for or directed at audiences below the age of 16.*
The ASA’s Council has also upheld a number of complaints against advertisers for making misleading
and deceptive claims about the health effects of electronic cigarettes (e-cigarettes).” In 2014, the
CAP and BCAP published new rules for the marketing of e-cigarettes.'® These rules were intended to
operate during the two year period until the United Kingdom became required to implement the
requirements of the revised European Union Tobacco Products Directive (2014) into United Kingdom
law." The Directive limits the advertising of e-cigarettes, and extends the same legal restrictions to
electronic cigarettes as already apply to other tobacco products.'®

The use of statutory regulation and softer, non-mandatory standards is not mutually exclusive.
Governments frequently adopt a mix of regulatory instruments to address different aspects of a
health challenge. For example, the government of Mexico has responded to rapidly rising rates of
obesity with a variety of regulatory and non-regulatory strategies. These include:

e commissioning voluntary evidence-based guidelines on beverage consumption;™

e a “National Agreement for Healthy Nutrition” that committed the Mexican Government, the
food industry and other stakeholders to work together to achieve 10 objectives;

e statutory regulations to remove foods and beverages with high levels of sugar and saturated
fat from schools and to improve access to clean water and healthy foods;

e avoluntary, front-of-pack scheme to identify the healthiest products in each food
category;® and

e atax of around 10% on sugar-sweetened beverages, and 8% tax on high-calorie foods.*!
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The use of statutory instruments does not always mean that the government is adopting a coercive
or mandatory approach. For example, legislation can establish institutions that carry out public
health functions, as in the case of Tonga’s Health Promotion Foundation Act 2007.%” In general,
however, the benefit of statutory regulation is that it enables governments to impose technical
standards and requirements that are mandatory, rather than voluntary or discretionary. Statutory
regulation is therefore suited to contexts where the protection of public health requires widespread
(and ideally, uniform) compliance with common, minimum standards (e.g. sanitary requirements,
control of infectious diseases, food safety, tobacco control), or where guidelines and other voluntary
commitments impose only weak and ineffectual standards.

Although industries that wish to avoid legislative regulation may point to the existence of a self-
regulatory code as evidence that industry is taking health concerns seriously, statutory regulation
also has the benefit of creating a level playing field. It prevents businesses from suffering the market
disadvantages that might otherwise arise if they were left to decide whether or not to adopt
standards voluntarily. In each case, the central issue is whether the incentives that drive business
conduct are adequately aligned with the actions and outcomes that are required in order for
governments to progressively realize the right to health. In some cases, as with the tobacco industry,
the drivers of business conduct are diametrically opposed to public health goals.

Governments may be reluctant to impose additional requirements on businesses or individuals
where there is evidence that voluntary standards or self-regulation are working effectively. Co-
regulation may also benefit the public interest by maintaining an open dialogue with those who are
subject to regulation, by giving government access to the knowledge and expertise of private sector
organizations about how to achieve shared goals, and by encouraging a collaborative approach.
While the monitoring and enforcement of legislative standards may impose substantial costs on
government, the costs of self-regulation may be shared with or transferred onto industry. In
evaluating the relative benefits of legislative and non-legislative options, governments must
remember their obligation to seek to achieve the right to health for their population (see Section
1.1).

Independent monitoring and evaluation are critical when evaluating the performance of self-
regulatory codes, guidelines or co-regulatory schemes in achieving public health goals. Where
credible evidence demonstrates that industry standards are inadequate, governments will need to
consider the most appropriate and feasible regulatory response. While that may include the
introduction of new legislation, the form of that legislation may vary depending on the context. For
example, a government may require the registration of an industry code and make such registration
conditional on the code meeting specified criteria. These minimum criteria may close off the major
loopholes and escape clauses in the voluntary code that undermine the health goals that the
government is seeking to achieve. In addition, the government may specify measurable targets and
indicators for evaluating the success or performance of industry self-regulation. The government
may also mandate regular monitoring, with results reported to parliament, or to an appropriate
regulatory agency, thereby enhancing transparency and public accountability.” Where an industry
code fails to achieve these benchmarks, the case for direct statutory controls will be more
compelling.
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Chapter 3: Assessing the case for the reform
of public health law

SUMMARY POINTS

Countries may review their public health laws for different reasons. For example, public
health laws may be outdated, inconsistent or incoherent; major health hazards and current
challenges may require new legislative frameworks, and governments may lack the powers they
need to discharge their public health responsibilities effectively. Current laws may also fail to
appropriately balance the rights and interests of individuals with public health, and with other
public interests.

Although the focus of a legislative review process may be quite narrow, it nevertheless
provides the opportunity for countries to consider updating their public health laws in a more
systematic way, and to consider priorities for the future.

In federal countries, the centralization or decentralization of regulatory power may have
important impacts on public health. Subject to the division of legislative powers in the national
constitution, federal governments should carefully consider the advantages and disadvantages
of centralizing control of a particular issue at the federal level, or alternatively, permitting state,
city and local governments to introduce additional laws, provided they are consistent with any
relevant federal laws.

Despite their differences, countries need strong legal frameworks to deal with important
public health challenges that are shared across nations and regions, including HIV, tuberculosis
and pandemics of infectious disease.

Noncommunicable diseases — principally cardiovascular disease, cancer, respiratory diseases
and diabetes — are responsible for around 68% of global mortality and have led to a double
burden of disease in many countries. As a result, countries need to develop effective legal
responses to obesity and dietary risks, and to scale up the implementation of tobacco control.

Injuries have been neglected in many countries. Priority areas for governments include
enforcing laws requiring motor cycle helmets, mandatory seat belts and child restraints.
Important interventions to reduce violence and intentional injuries include strengthening the
control of alcohol, and firearms laws.

Although the health ministry will often take the lead in public health law reform,
consultation with other ministries may be critical to effective implementation and enforcement.

A variety of events may trigger the reform of public health laws, including disease
outbreaks, sunset clauses in legislation and obligations under international law. In some
countries, formal mechanisms may provide opportunities for public health and civil society
organizations to put health issues on the government’s agenda and to participate in law-
making. In countries where constitutional, health-related rights are justiciable, litigation may
compel governments to amend their laws and to take action to protect public health.
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3.1 Common reasons for reviewing and updating
public health laws

There are many different reasons why governments may undertake a review of public health laws.
For example:

1. Over time, a country’s public health laws may have become outdated, fragmented and even
incoherent in ways that undermine government efforts to manage health challenges effectively.

2. Major health hazards and current challenges may require new legislative frameworks, and
provide the impetus for law reform.

3. Governments may lack the specific legislative tools that enable them to discharge their
public health and human rights responsibilities effectively.

Public health laws tend to develop in a reactive fashion, in response to the specific health challenges
a country has faced over time. A review of public health laws may be similarly narrow, focusing on a
specific problem or challenge. Nevertheless, the process of reviewing public health laws provides the
opportunity for countries to consider updating their laws in a more systematic and proactive way,
and to identify priorities for the future. This chapter considers some of the reasons that may justify
carrying out a review of public health laws, either generally or in a specific area.

(a) The problem of outdated laws

In some cases, the political impetus for law reform comes about because public health law statutes
are simply too old and have become outdated. A great deal of public health legislation was framed in
the late-19th and early-to-mid-twentieth centuries. As a result, public health laws in some countries
contain provisions that fail to conform to evidence-based approaches to epidemiology and disease,
or to human rights principles (Box 3.1). Over time, specific provisions and parts of health legislation
may simply fall into disuse.

Box 3.1: The legacy of 19th century British public health laws

Public health laws framed in the 19th century in Britain assumed that disease was transmitted by
harmful, airborne “miasmas” that were concentrated in rubbish and in damp, poorly ventilated
buildings." Disease was also understood to be transmitted by water, but the agent of infection was
not understood. Rapid population growth, together with migration from rural to urban areas
contributed to overcrowded and insanitary living conditions that promoted the spread of disease.
Public health laws from this period increased the powers of the State over land and premises,
particularly in poor urban areas, since public health authorities noticed that this was where
epidemics of disease often arose.

Legislation empowered public health officials to impose quarantine, to require the removal of filth

and rubbish, to “cleanse” premises, and to regulate offensive trades. For example, the Public Health
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Act of 1875 not only required landlords to provide for proper sanitation, ventilation and drainage,
but to comply with and to enforce a moral code that was associated with cleanliness and good
health. Landlords operating “lodging houses”, a type of affordable urban housing, were required to
file “certificate[s] of character”’ and were prohibited from allowing unmarried tenants of the
opposite sex to cohabit.’ There was little in this legislation to ensure that landowners and occupiers
were treated fairly, and racial groups sometimes suffered discrimination.

Public health legislation in those countries that inherited their laws from Britain often reflects the
legacy of this period. For example, many state public health laws in the United States were
influenced by a report published in 1850 which reflected the belief that sanitation, health and
morality were closely intertwined.' This report has been described as “one of the most farsighted
and influential documents in the history of the American public health system”, despite the fact that
late 19th century developments in scientific understanding about the causes of disease disproved
the notion that immorality was the root of poor health.*

Outdated public health laws can undermine public health in two main ways. Firstly, due to gaps in
the legislation, governments and public health officials may lack the mandate and the legal powers
that they need to respond to established and emerging health threats. In some cases, legislation
itself may be missing, and the extent of government powers may be ambiguous and uncertain.

Secondly, outdated legislation may undermine effective public health practice because those powers
that do exist fail to achieve an appropriate balance between the rights and interests of individuals,
public health and other public interests. For example, there are significant differences between the
ways in which sexually transmitted infections, including HIV, and airborne infectious diseases (e.g.
influenza) are transmitted. The failure to recognize that strategies for the prevention of influenza
may not be appropriate for HIV can lead to significant injustice, as when HIV is simply added to
existing schedules in legislation, activating a range of generic powers and obligations that are ill-
suited to HIV prevention. This can lead to situations such as those in which outdated public health
laws prohibit individuals with HIV from riding on public transport, require them to publicly warn
others of their infection, or subject individuals to other forms of discrimination that neither reduce
the spread of disease nor respect basic human rights. Identifying, removing or updating outdated
provisions is an urgent priority, not only because they may be ineffectual, but because they alienate
the individuals and communities whose cooperation is required in order to minimize disease
transmission.

(b) The problem of multiple layers of law

Public health laws in many countries are made up of successive layers of statutes, regulations and
amendments that have accumulated over many decades in response to existing or perceived health
threats. Public health laws may contain provisions that were introduced in response to a wide range
of epidemics including smallpox, yellow fever, cholera, tuberculosis, polio, HIV and other sexually

' For example, Lemuel Shattuck’s Report of the Massachusetts Sanitary Commission, published in 1850,
adopted the understanding that immorality and disease were closely related: see Institute of Medicine. The
future of public health. Washington (DC): National Academy Press: 1988:60-1.
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transmitted infections, West Nile virus, severe acute respiratory syndrome (SARS), and more
recently, novel forms of influenza. Laws enacted in such an ad hoc, reactive fashion can become
inconsistent, redundant, ambiguous and confusing.

(c) The problem of inconsistency

In addition to multiple layers of law, significant variations can develop over time between the public
health laws of different jurisdictions. In countries that have state or provincial governments in
addition to a national government (i.e. federal systems), state or provincial laws may evolve
independently of each other, with little or no coordination. In some cases, the legislative review
process can give governments the opportunity to carry out an assessment of inconsistencies, and to
consider both the advantages and disadvantages of either centralizing regulatory control, or
alternatively, permitting regulation to continue at the subnational level.

In federal countries, the division of legislative and regulatory power between the national or federal
government, and state or provincial governments, is usually set out in the national Constitution. The
Constitution may grant exclusive regulatory power in a particular area to either the federal or to
state governments; alternatively, regulatory power may be shared. One benefit of a federal
structure is that state governments will have their own legislative powers, and thus the flexibility to
try new approaches. State governments may be able to move ahead with reforms that would be
impossible to achieve, for political or economic reasons, at the national level.

In countries where there is an overlap between the legislative powers of federal and state
legislatures, federal governments can encourage a shared approach to regulation. For example,
federal laws may make it clear that the federal government does not claim exclusive power to
regulate, thereby enabling state, city and local governments to introduce additional laws, provided
they are consistent with any relevant federal legislation. Australia’s Tobacco Advertising Prohibition
Act, for example, explicitly preserves the right of the states and territories to pass their own laws
restricting tobacco advertising, provided that they are capable of operating concurrently with
federal legislation.® This federal provision has enabled Australia’s states to introduce a number of
innovative tobacco control laws, including laws prohibiting all tobacco advertising at point of sale,
laws requiring that tobacco products for sale at retail premises must not be visible from either inside
or outside the premises, and laws requiring tobacco products to be sold from a single point of sale
within premises.®

On the other hand, the existence of inconsistent laws at the state level in a federal country may
carry disadvantages for health, due to inequality in services provided by states, and inconsistent
approaches to contentious issues, such as reproductive health. In some areas, the lack of national
consistency can interfere with a rapid or coherent response to health threats of regional, national or
even global significance. Lack of consistency in state public health laws may cause particular
problems when responding to air or water pollution, disposal of toxic waste and the rapid spread of
infectious diseases such as cholera, West Nile virus, Ebola or pandemic influenza.

Inconsistencies may also develop over time between the laws and policies administered by different
ministries or portfolios within the same level of government. This can undermine the coherence of
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efforts to improve public health and to reduce risk factors for disease. For example, laws and
programmes that provide production subsidies and other forms of economic support for tobacco
farmers may encourage domestic production and demand, undermining tobacco control laws and
increasing the burden of tobacco-related disease. Similarly, policies to stimulate the production of
palm oil, and other oils that are high in saturated fats, may have a negative impact on rates of
ischaemic heart disease in countries where these policies result in an increase in consumption, given
the association between higher palm oil consumption and mortality from ischaemic heart disease.’

In summary, a review of public health legislation governing a particular issue or health challenge
should include a review of the problems and limitations of existing laws. It is important to
understand the historical context in which existing laws were introduced, and to seek out the views
of those who are responsible for administering and enforcing the legislation and performing core
public health functions (such as licensing, inspections, investigations, prosecutions and responding
to health emergencies). The views of professional groups, patient groups, nongovernmental
organizations, development partners and international and regional organizations may also be
useful. The following questions may assist in identifying the limitations of existing laws, and in
making the case for law reform:

e Do existing laws reflect a modern, evidence-based understanding of the causes of disease,
routes of transmission (where relevant), and consequences of illness? Or were they framed
in ignorance of modern understandings of the causes of diseases and mechanisms of
transmission?

e Are current laws antiquated, redundant, ambiguous or even incoherent? How well do they
work in practice? Are there any major gaps, and if so, where are they?

e Do public health laws give government officials a clear mandate to protect and promote the
health of the population? Do public health authorities have the specific powers that they
need to respond effectively to the health challenges that are the focus of the review?

e Are there inconsistencies between public health laws at local, state, or regional levels, and
do these inconsistencies threaten a coordinated and coherent approach? Is a national
approach required, or are there benefits in protecting the ability of regional and local
governments to regulate in this area?

e Do existing laws take account of the legitimate interests and rights of individuals and groups,
impinging on those rights to the minimum extent necessary to achieve their health
objectives?

e What changes would be required in order to make current laws consistent with best
practices?

3.2 Identifying priorities for public health law reform

The specific areas that are the subject of a formal legislative review or enquiry will usually reflect the
health challenges, political priorities and specific experience of each country. National priorities for
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law reform will typically be identified by government and will be informed by advice from the health
ministry. Professional groups, development partners and the media may also seek to place particular
law reform issues on the political agenda (see Section 3.3).

However, it is not always the case that the major health challenges that a country is facing will be
high on the political agenda. For example, the impact of disease on poor and marginalized
populations may be overlooked. Governments may have erroneous views about the causes of
disease, and ignore evidence about the best way to combat it. Governments may simply lack the
political will to do what is needed to address public health priorities, such as tobacco or alcohol
control, due to concerns about the impact that law reform may have on taxation revenues, or the
influence and interference of industry bodies. In some cases, issues such as violence against women,
or maternal and child health, may have long been neglected due to power imbalances and other
inequalities within society. Governments face many challenges that compete for their attention, and
the opportunity to review a country’s public health laws may only arise infrequently. When it does
arise, it is vital to ensure that law reform priorities are informed by evidence of the burden of
disease and the leading health challenges the country is facing.

This section highlights some major risks to health that are shared across nations and regions. Both
communicable diseases — such as HIV and pandemic influenza — and noncommunicable diseases —
such as cancer, heart disease and diabetes — require urgent attention in many countries. Effective
prevention and control of these diseases requires strong legal frameworks.

(a) Communicable diseases

Pandemics of contagious diseases, including novel forms of influenza, pose a powerful threat to
global health security, with the potential to overwhelm health systems, and threaten economic
growth and stability (Box 3.2).

Infectious diseases with pandemic potential

The SARS epidemic in 2003 was an important catalyst for the completion of the revised International
Health Regulations (2005),® which require States to notify WHO if there is the possibility of a “public
health emergency of international concern”.’ HIN1 circled the globe in 2009 and 2010, becoming
the first global pandemic of the 21st century.” SARS, HIN1, and Middle East respiratory syndrome
coronavirus illustrate that pathogens can be transmitted from one species to another, and
particularly in the case of SARS and H1N1, spread through casual contact.™

Box 3.2: Pandemic influenza: a threat to global health and security

Influenza pandemics have occurred at various points in human history, causing widespread illness,
death and social disruption.™ In 1918, the “Spanish Flu” pandemic resulted in an estimated 20 to 50
million deaths worldwide.™ The 1957 “Asian Flu” and the 1968 “Hong Kong Flu” pandemics also
resulted in significant human and economic harm.™ As global travel, urbanization and overcrowded
living conditions increase, novel influenza viruses are more likely to spread rapidly around the
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globe.” In 2009, WHO declared the HIN1 influenza pandemic to be a public health emergency of
international concern. Although the HIN1 virus is not highly pathogenic, modern epidemiological
models predict that a severe pandemic could result in as many as seven million deaths.®

Law plays a critical role in preventing and mitigating the health consequences of contagious
epidemics, in two distinct ways. Firstly, law establishes the institutional structures and formal
processes through which governments respond to disease outbreaks. Secondly, law sets limits for
the exercise of coercive power over citizens and businesses in order to mitigate the risk of disease
spread. This is discussed further in Chapters 9-11.

HIV/AIDS

HIV infection and HIV-related disease are a critical challenge, both nationally and globally. This is
especially true in sub-Saharan Africa, where nearly 5% of adults are infected, and the prevalence of
HIV infection is 25 times higher than the next most affected regions, South, South-East and East
Asia.'” Sub-Saharan Africa accounts for 70% of people living with HIV, and over 70% of AIDS-related
deaths.™® Globally, in 2014, nearly 37 million people were living with HIV, nearly half of whom were
unaware of their infection. In the same year, 1.2 million people died from AIDS-related diseases, and
around 2 million people became newly infected with HIV (a 35% decline from 2000; see further in
Box 3.3)."

Box 3.3: The global impact of HIV infection

Since the HIV epidemic was first recognized in the early 1980s, 39 million people have died.” In high-
income countries, a person with HIV has a similar life expectancy to someone without HIV; however,
this depends on access to antiretroviral medication. The percentage of people with HIV who were
not receiving antiretroviral therapy fell from 90% in 2006 to 63% in 2013. By June 2015, 15.8 million
people were receiving antiretroviral therapy.” Yet globally, this means that around three out of five
people living with HIV are still not yet receiving the treatment they need.?

At the end of 2013, over USS 19 billion was being invested, with more than half of this coming from
domestic spending.”? However, despite decades of effort, HIV remains one of the most pressing
global health problems, with many marginalized and vulnerable groups excluded due to poverty,
legal and social inequalities and harmful gender norms. According to the United Nations
Development Programme, HIV “has inflicted the ‘single greatest reversal in human development’ in
modern history”.?* HIV exacerbates health inequalities both within countries and between countries
and regions, with socioeconomically disadvantaged communities bearing the brunt of suffering and
early death. HIV has serious economic as well as health consequences. HIV primarily affects
otherwise young and productive workers, interrupting income-generating activities, exhausting
family savings, reducing taxation revenues and interfering with schooling, because families can no

longer afford school fees or because children are required to look after sick relatives.”

The scale of the HIV pandemic, its capacity to rob countries of young and productive people, and the
economic and health inequalities it perpetuates, have spurred a number of international initiatives
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to support prevention and treatment. Evidence of global political support ranges from the United
Nations General Assembly’s Declaration of Commitment on HIV/AIDS in 2001,’® to the creation of
the United States President’s Emergency Plan for AIDS Relief,” and the Global Fund to Fight AIDS,
Tuberculosis and Malaria.”® The international community has focused on achieving several shared
goals, including universal access to comprehensive prevention programmes, treatment, care and
support.” However, these goals cannot be achieved at the national level without strong
government, supported by adequate resources and rational laws to optimize the delivery of
comprehensive HIV programmes.

Significant work has been done to assist countries to identify the kinds of laws that are best suited to
preventing and controlling the spread of HIV, as well as existing laws that create obstacles to
effective treatment and prevention.*® But major challenges remain. For example, in 2012 the Global
Commission on HIV and the Law reported that while 61% of countries reported having laws to
protect people living with HIV from discrimination, these laws are “often ignored, laxly enforced, or
aggressively flouted”.® The Commission also pointed out that laws explicitly criminalizing the
transmission of HIV, and laws criminalizing key populations, including commercial sex workers, men
who have sex with men, and injecting drug users, ignore evidence and undermine efforts to prevent
transmission and encourage treatment.*

Tuberculosis

Tuberculosis (TB) remains a persistent threat to global health. TB is a contagious, airborne infection,
second only to HIV in terms of global mortality from a single infectious agent. In 2014, an estimated
9.6 million people developed TB, including more than 1.1 million new cases among people with
HIV.> Although mortality from TB has fallen by 47% since 1990, 1.5 million people died from TB in
2014; around 25% of these deaths were in people co-infected with HIV.>* Although TB can be
effectively treated, mortality rates are high in the absence of treatment. This problem is exacerbated
by the fact that more than one third of new TB cases each year remain undiagnosed.®

In addition to the challenge of improving access to antiretroviral therapy and anti-TB drugs for
people who are coinfected with HIV and TB is the escalating crisis of multidrug-resistant TB (MDR-
TB), defined as resistance to both rifampicin and isoniazid, two first-line anti-TB drugs. Globally, in
2015, around 3.3% of new TB cases and 20% of previously-treated cases were of MDR-TB.*® Of these,
nearly 10% were estimated to have extensively drug-resistant TB (XDR-TB), due to resistance to
second-line drugs.”” By the end of 2014, 105 countries had reported cases of XDR-TB.*

MDR-TB and XDR-TB not only jeopardize progress in TB control, they also illustrate the global
importance of strengthening health systems, including universal coverage, and in this case universal
access to diagnosis, care and treatment for people with TB and MDR-TB. Progress towards universal
coverage requires improvements in diagnostic and surveillance capabilities, and uninterrupted,
timely access to quality-assured anti-TB medicines, supported by adequate financing.* Bottlenecks
to improved management of MDR-TB include weak drug procurement and supply systems, limited
laboratory capacity, lack of trained staff and adequate treatment facilities, the absence of secure
funding, and problems with programme management.® In addition to the role that law plays in
strengthening the components of the health system, the global challenge of TB draws attention to
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the need for adequate legal powers to encourage treatment adherence by those with TB in ways
consistent with the human rights and dignity (see Section 10.3).

(b) Noncommunicable diseases

Noncommunicable diseases (NCDs) — principally cardiovascular disease, cancer, respiratory diseases
and diabetes — are responsible for around 68% of global mortality (in 2012, around 38 million
deaths).”* The global transition from communicable to noncommunicable diseases is the result of
several factors. These include longer life spans due to the relative success of efforts to address
communicable diseases, the growth of risk factors for NCDs within populations, and the promotion
of harmful products. Important risk factors for NCDs include tobacco use, harmful use of alcohol,
excess saturated fat, salt and sugar in the diet, overweight and obesity, inadequate physical activity
and high blood pressure. WHO has estimated that if current trends continue, by 2030 there will be
52 million deaths per year caused by noncommunicable diseases.*

Obesity

Obesity is now recognized as a major risk factor for heart disease, cancer and diabetes. Between
1980 and 2013, the global prevalence of overweight and obesity increased by 27.5% for adults and
47.1% for children.® In 2014, the age-standardized global prevalence of obesity was nearly 11% in
men and nearly 6.5% in women; if current trends persist, by 2025 it will reach 18% in men and more
than 21% in women.** Although in developed countries rates of overweight and obesity are higher in
men than in women, the reverse is true in developing countries.”” In low- and middle-income
countries, the rapid increase in rates of obesity has created a double burden of communicable and
noncommunicable diseases, with obesity, micronutrient deficiencies, underweight and stunting seen
side by side within communities and even within the same household.* In 2014, more than 600
million adults were obese, and more than 1.9 billion were overweight.47 The number of adults with
diabetes has been projected to rise from 382 million to 592 million between 2013 and 2035, with a
108% increase in low-income countries.” Childhood obesity has also become a serious concern,
given the higher risks that obese children will face in adult life (see Box 3.4).

Box 3.4: The epidemic of childhood obesity

In 2013, around 8% of children and adolescents in developing countries were overweight or
obese. In developed countries, the rate was around 23%.% However, rates of increase of child
overweight and obesity are around 30% higher in low- and middle-income countries than in high-
income countries.>® Overweight and obese children are likely to remain obese into adulthood and
are more likely to develop NCDs such as diabetes and cardiovascular diseases at a younger age.>"

To reduce levels of obesity among children, governments need to confront the factors that are
rapidly changing the food and physical activity environments in many countries. Governments
need to moderate the advertising and promotion of foods and beverages that contain high levels
of fat and sugar but lack nutritional value. Fresh produce and healthy food options should be
available, accessible and affordable, especially in low-income neighbourhoods. Communities need

safe areas where children can play and engage in physical activity, both indoors and outdoors. The
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meals children eat at school should be healthy and nutritious. In many countries, efforts to reduce
childhood obesity should be integrated with policies for improving food security and preventing
undernutrition. In addition to population-wide policies and local community initiatives,
governments need to allocate resources in order to monitor NCD risk factors, to plan for
workforce needs, to develop guidelines and policy advice, and to support partnerships with
professional groups, nongovernmental organizations and other stakeholders.>

Cardiovascular disease, cancer and tobacco-related diseases

Cardiovascular disease (CVD) is the leading cause of death worldwide, accounting for 17 million
deaths each year.” This number is expected to increase to more than 22 million by 2030.>* Over
three quarters of CVD deaths, and nearly 90% of deaths from chronic obstructive pulmonary disease,
occur in low- and middle-income countries.” Cancers caused by infections — such as human
papillomavirus, Helicobacter pylori and hepatitis B and C — also have a disproportionate impact on
low- and middle-income countries, accounting for 26% of all cancer cases.”

In 2012, cancers were responsible for over 8 million deaths; by 2030, WHO estimates that there will
be more than 12 million cancer deaths each year.>” Tobacco use, lack of physical exercise, obesity,
harmful use of alcohol, air pollution, infections and ultraviolet exposure are some of the leading
modifiable risk factors. However, tobacco use stands apart in terms of the sheer scale of harm
caused by a single, preventable risk factor.>®

Tobacco is responsible for around 6 million deaths each year and nearly 9% of global mortality,
including 71% of global lung cancer deaths.>® Seventy per cent of these deaths occurred in low- and
middle-income countries. Due to population growth and aggressive marketing tactics, tobacco
consumption is rising in many low- and middle-income economies. By 2030, tobacco is likely to be
responsible for 8 million deaths each year, and 10% of global mortality.*

The international community has responded to the epidemic of tobacco deaths with the WHO
Framework Convention on Tobacco Control (WHO FCTC).** The WHO FCTC commits its Parties to
passing national laws that address both demand for, and supply of, tobacco products (see
Chapter 13). Implementing and enforcing the obligations contained in the WHO FCTC is not only the
first priority for reducing mortality from NCDs, but a sure strategy for extending healthy life
expectancy and improving productivity.

WHO’s Global Action Plan for the Prevention and Control of Noncommunicable Diseases 2013-
2020% sets out a menu of policy options for the prevention and control of the leading NCDs and
their risk factors.” Law has a significant role to play in implementing many of these interventions,
and in strengthening health systems to treat and manage NCDs effectively (see Chapter 7).** At the
national level, governance reforms will also be required to facilitate cross-sectoral engagement of
relevant ministries to reduce risk factors.”
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(c) Injuries

Injuries from violence, suicide and accidents — including falls, drowning, burns and poisoning — claim
more than 5 million lives each year (9% of global deaths), and leave millions more disabled.* Around
90% of fatal accidents occur in low- and middle-income countries.®”” Where injury-related disability
affects the head of the household, the impact on family income may lead to reductions in family
expenditures on food, education, medical care and to greater vulnerability to illness.® While injuries
affect all age groups, some groups are more at risk: for those between the ages of 15 and 29 years,
three of the top five leading causes of death are injury-related.®

WHO classifies injuries into two groups: intentional (or violence-related) injuries and unintentional
(accidental) injuries. Each year, over 1.3 million people die from violence, and many more are
affected by physical, sexual, reproductive and mental health problems as a result of experiencing
and witnessing violence.” Violence has a negative impact on national economies, costing billions of
dollars each year in health care costs, law enforcement and lost productivity.” In the second group,
road traffic injuries cause over 1.2 million deaths each year, with a further 20-50 million non-fatal
injuries.”

There are a number of powerful interventions that could save lives and reduce unintentional injury-
related disabilities.”” These include:

e mandatory use of motorcycle helmets, seat belts, and child restraints;

e physically separating pedestrians from motor vehicles and motor cycles;

e enforcing controls on speed limits and on driving while under the influence of alcohol;
e use of safer stoves for cooking;

e child resistant containers for storing poisons;

barriers to separate children from water.

These interventions rely on improvements in the local environment, the introduction and
enforcement of legislation, public education and improved product safety.”

Similarly, interventions are available to reduce intentional injuries from violence and self-harm.
Specific legislative measures include increasing excise taxes on alcoholic beverages, amending liquor
licensing laws to restrict the time of sale and location of retail alcohol outlets, minimum age
purchasing laws and restrictions on the promotion and advertising of alcohol.” In countries where
gun ownership is lawful, violence and accidental injuries can be reduced by requiring background
checks on licence applications for all categories of firearm, by imposing licence restrictions that
regulate where it is lawful to possess a firearm, and by banning military-style weapons and other
firearms, including automatic and semi-automatic weapons, which have a massive and rapid
destructive force. Rates of death and disability from both intentional and unintentional injuries can
be reduced by improving the availability and quality of emergency care.
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3.3 Who can initiate public health law reform?

With so many global health challenges and priorities, who sets the agenda for public health law
reform? In many countries, the health ministry will initiative the process of legislative review.
However, legislative review and law reform activities can also originate in other ministries or
departments, requiring careful collaboration with the health minister. The prime minister or
president, the cabinet or a law reform commission may also be instrumental in public health law
reform. The leadership or support of senior ministers and other executives within government can
be crucial to ensuring that government and parliamentary resources are made available for the
drafting and debating of the proposed changes, the conduct of community consultation, and for
ensuring that public health law reform retains its place among the other priorities competing for the
government’s attention.

Even where a formal proposal for the introduction of a new law has taken place, it may need to be
submitted several times before it is accepted within government as a credible option that deserves
serious consideration. Advocacy for law reform may need to continue through several parliamentary
and budgetary cycles before new laws are successfully passed. Throughout this process, the
advocacy and support of senior government officials remains crucial.

Whichever agency provides leadership, it is important for consultation to occur with other agencies
and departments that play a role in the implementation or administration of the law. Consultation
with other ministries can lead to a better understanding of the obstacles that need to be resolved in
order to implement the law successfully. The experience of Papua New Guinea illustrates this point
(see Box 3.5).

Box 3.5: The development of Papua New Guinea’s Provincial Health Authorities Act

Papua New Guinea’s experience with the Provincial Health Authorities Act illustrates the importance
of intensive consultation during the process of drafting new public health laws. This Act reflected the
policy decision, by the National Department of Health, to unify the delivery of public health and
hospital services at the provincial level. The effective implementation of the new Act required the
Department to alter its arrangements for the payment of budgeted health funds in order to
accommodate the newly-created provincial health authorities. Treasury planning and budgeting
processes required that the payment of funds from the central government to the provincial
government (for health services delivery) be redirected to the provincial health authorities in order
to avoid loss of funds to non-health purposes. Since the central budget and financial systems were
controlled by the treasury, frequent discussions were required in order to fully explain the new
policy, and to gain the understanding and support that was necessary for the modification of the
budgetary process and implementation of the legislation. One outcome of this consultation process
was that treasury guidelines were amended to make explicit reference to the new provincial health
authorities and to the need for funds to be paid directly to them.

Outside government, proposals for the reform of public health laws may be improved by
consultation with other major stakeholders, including the health professions, the private sector, civil
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society, philanthropic organizations, academia and the media. Government can encourage feedback
by publishing discussion papers that set out draft proposals and invite comment.

In some cases, civil society organizations may become directly involved in law reform. A dramatic
illustration of this occurred in Brazil during the period of constitutional reform in the latter half of
the 1980s, when the text of the constitutional amendments dealing with health was developed by a
group of nongovernmental organizations working in the health sector. The text of these popular
amendments was adopted, with only minor changes, by the Constituent Assembly and now appears
in the Federal Constitution of the Brazilian Republic (1988).”° These provisions confirm the right to
health and recognize a corresponding duty at all levels of government to protect and promote it.
They also established a public health system (Sistema Unico de Saude, or “SUS”), financed from the
social security budget, with contributions from other levels of government, that encompasses the
control of health risks and the “promotion, protection and recovery” of health.”

Although stakeholder input can influence the design of new laws, governments should take care to
ensure that lobbyists and sectional interests do not undermine the public health goals that they are
seeking to achieve. The risk of industry interference has been widely recognized. For example, the
guidelines for implementation of the WHO FCTC, adopted by Parties to the Convention, emphasize
the importance of resisting the tobacco industry’s attempts to influence the development and
implementation of tobacco control laws and policies.” Other industries, including the alcohol, food
and pharmaceutical industries, have a strong commercial interest in influencing laws and policies
that affect them. In all cases, policy-makers will need to determine whether, and for what specific
purposes, consultation or collaboration is appropriate, bearing in mind the possibility that industry
groups may seek to weaken regulation and to undermine the goals that the government is seeking
to achieve.

3.4 What factors can act as triggers for public health
law reform

(a) Triggers for public health law reform within government

Within government, there will be a variety of political opportunities for prioritizing public health
policies and for initiating the process of law reform. These may arise within the context of
developing a poverty reduction strategy, a national public health strategy, or reporting to
development partners. Disease outbreaks and national public health emergencies may also provide
opportunities for advocacy to government by professional and nongovernment organizations, and
for leadership by government in the area of public health law reform. Sunset clauses may also
require the government to formally consider re-authorizing, extending or reforming current laws.

International instruments can draw attention to particular health challenges arising at the country
level and serve as a catalyst for national law reform. Examples include the WHO FCTC,” the
International Health Regulations (2005),%° the International Code of Marketing of Breast-milk
Substitutes,® the set of recommendations on the marketing of foods and non-alcoholic beverages to

Advancing the right to health: the vital role of law Page | 47



children,® and the Global Action Plan for the Prevention and Control of Noncommunicable Diseases
2013-2020.® In the case of treaties and regulations, countries have an obligation under
international law to implement these instruments by amending their domestic laws and developing
their national capabilities.

(b) Community participation as a trigger for public health law reform and
policy-making

In some countries, formal mechanisms for community participation in government processes may
assist civil society organizations to put health issues on the agenda of government and to participate
in law-making. For example, citizen-initiated referenda may allow citizens to petition government on
a popular issue. In Brazil, legislation enacted in 1990 establishes the National Health Council as a
“permanent collegiate deliberative body” representing government, service providers, health
workers and health service users, which participates in the development of health policies and
monitors their implementation.® At the state and municipal levels, the establishment of health
councils is a precondition to the receipt of federal funds from the National Health Fund.* By 2008
there were over 5500 municipal health councils in Brazil.*

Policy conventions and health congresses provide opportunities for citizens to identify national
health priorities, to monitor progress in implementation, and to advocate for law reform. In Brazil,
the National Health Conference is required to meet every four years to evaluate the health situation
in Brazil and to propose health policy directives.” In Thailand, the National Health Act of 2007
formalizes community participation in the formation of health policy through the National Health
Assembly (NHA).*® Topics that are successful in reaching the agenda of the NHA are supported by
briefing papers and debated. Although resolutions passed at the NHA are non-binding, they are re-
shaped by the National Health Commission for consideration by relevant ministries.

(c) Litigation and public health law reform

Civil society organizations have often turned to the courts as a remedy for injustice and
discrimination within the health sector, litigating the absence of tobacco control laws, lack of access
to health care services, clean water, sanitation and housing, and adequate food.® National
constitutions frequently protect individuals from legislative and executive actions that interfere with
the civil and political rights of the individual. Some constitutions also recognize social and economic
rights and oblige the State to take positive actions to secure these rights for the benefit of the
population. This section focuses on legal claims which assert that the fundamental protections
contained in a national constitution, a bill or charter of rights, or a ratified international agreement,
require governments to alter their policies or practices — in ways that advance the realization of the
right to health. In some cases, successful litigation may prove to be the catalyst for the subsequent
introduction or amendment of public health laws.

Around two thirds of countries have constitutional provisions recognizing a right to health or health
care services.” Typically, these provisions require the legislature, the executive and other organs of
State to take reasonable measures to secure the enjoyment of the right within the limits of available
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resources. For example, in several cases the South African Constitutional Court has ruled that the
government has a positive obligation to take reasonable measures to fulfil basic socioeconomic
rights, including the right to health care, food and water, and housing or land.”

In South Africa, the existence of social and economic rights in the Constitution obliges government
to protect these rights not only through legislation, but also through the effective implementation of
policies designed to improve public health. For example, when ruling that the Constitution imposes a
positive obligation on the government to take action to fulfil the right to housing, the South African
Constitutional Court stated that legislation alone — without effective change — would not satisfy this
duty.”” Box 3.6 presents a case study of litigation whose substantive effect was to require the South
African government to implement a national plan of action to provide HIV-positive pregnant women
with reasonable access to nevirapine, a drug for preventing the perinatal transmission of HIV from
mother to child.

Box 3.6: The right to health and reasonable access to nevirapine in South Africa

In Minister of Health v Treatment Action Campaign (No. 2),%* a coalition of civil society organizations
challenged the decision of the South African Government to impose restrictions on the availability of
nevirapine within the public health sector.

WHO recommended nevirapine for the prevention of mother-to-child HIV transmission in January
2001, and the Medicines Control Council formally approved its use in South Africa in April of the
same year. As a result, medical practitioners in the private sector became entitled to prescribe
nevirapine in appropriate cases. The risk of HIV transmission from a pregnant, HIV-positive woman is
substantially reduced through a single dose of nevirapine during pregnancy, and by the
administration of a few drops to the baby within 72 hours of delivery. According to government
estimates at the time, around 70 000 children became infected with HIV perinatally each year.

Despite the fact that the manufacturers of nevirapine had offered it to the South African
Government without charge, for a period of five years, the ability to prescribe nevirapine within the
public health system was limited to two sites per province, while research continued for a further
period of two years into the safety and efficacy of the drug and the operational challenges of making
it more widely available. These included the challenges of making confidential counselling and HIV
testing services widely available to pregnant women.

The South African Bill of Rights provides that everyone has the right to access “health care services,

including reproductive health care”.®® Every child has the right to “to basic nutrition, shelter, basic

health care services and social services”.” The State is required to use legislative and other

measures, to progressively realize these rights, within its available resources.’®

The South African Supreme Court held that the safety concerns about nevirapine were no more than
“hypothetical”, and that the cost of nevirapine was not at issue. It held that the government was not
justified in restricting the availability of nevirapine to those sites where it could be provided as part of a
broader “comprehensive package” of services for preventing mother-to-child transmission and that
the restrictions on public sector availability unreasonably excluded women who could not access the
chosen sites. The Court said: “To the extent that government limits the supply of nevirapine to its

research sites, it is the poor outside the catchment areas of these sites who will suffer”.”’
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The Court concluded that the government’s “inflexible” policy of limiting the availability of a
“potentially lifesaving drug” was in breach of both the right to health care in Article 27 and the rights
of children as set out in Article 28. As the Court pointed out, this finding required a change in
government policy: “The policy will have to be that nevirapine must be provided where it is
medically indicated at those hospitals and clinics within the public sector where facilities exist for

testing and counselling”.*®

The orders made by the Court emphasized the positive obligations imposed on the government by
the constitutional right to health. These included the delivery, within available resources, of a
comprehensive health care programme to progressively realize the rights of pregnant women and
their children to services to prevent the transmission of HIV, including reasonable measures for
testing and counselling of women to reduce the risk of perinatal transmission.

In Colombia, the Ministry of Social Protection initiated a sweeping reform of its health system —
including changes in the coverage of health care services — following a finding by the Constitutional
Court that systemic problems within the public health system constituted failure to fulfil the right to
health.” Other courts have mandated that states reallocate funds to secure access to treatment for
all, regardless of expense. Peru and the Bolivarian Republic of Venezuela also adjusted their public
health spending following such rulings.'®

Even in countries where the constitution does not protect the right to health, other constitutional
rights may nevertheless provide indirect protection. For example, although there is no right to
health in the Indian Constitution, the Supreme Court has interpreted the constitutional right to life
(Article 21) to impose a duty on the government to safeguard life, which extends to providing for
emergency health care services.'”

% the Supreme Court of India held that smoking in public violates

In Murli Deora v Union of India,
the right to protection of life and personal liberty contained in the Constitution. It issued an order
requiring the federal and state governments to ensure implementation of the prohibition on
smoking in a number of public settings. These restrictions were included in subsequent national

tobacco control legislation, passed in 2003 (Box 3.7).

Box 3.7: Protection from exposure to second-hand smoke through the constitutional right to life
and to personal liberty in the Indian Constitution

Part Il of the Constitution of India sets out a number of fundamental rights and liberties, including
Article 21, which states: “No person shall be deprived of his life or personal liberty except according
to procedure established by law”. Under Article 32 of the Constitution, individuals may petition the
Supreme Court to enforce these rights, and the Supreme Court may issue appropriate orders.

193 the petitioner relied on Article 21 of the Constitution to seek an

In Murli S. Deora v Union of India,
order protecting non-smokers from harm caused by exposure to tobacco smoke in public places. At
the time the case was heard, India’s federal Tobacco Act contained no restrictions on smoking in
public places, although a bill had been introduced into Parliament and was awaiting consideration by

a Select Committee. The Attorney-General of India and counsel for the various states agreed that it
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was in the interests of citizens for the Court to make an order protecting citizens from
environmental tobacco smoke until the federal Act could be amended.

Referring to the rights guaranteed under Article 21, the Court asked why a non-smoker should be
threatened with fatal diseases, including cancer or heart disease, as a result of exposure to tobacco
smoke in public: “Is it not indirectly depriving [a person] of his life without any process of law? The

answer is obviously — ‘yes’.” %

After considering the effect of smoking on both smokers and non-smokers, the Court issued an order
prohibiting smoking in public places and requiring federal and state governments to “take effective
steps to ensure [the prohibition of] smoking” in “auditoriums, hospital buildings, health institutions,

educational institutions, libraries and court buildings, and public conveyances including railways”.*®

The effect of this order was to give constitutional protection against exposure to second-hand smoke
in public places in India. In 2003, the Parliament of India passed the Cigarettes and Other Tobacco
Products Act, which prohibits smoking in a “public place”, defined to include the places identified in

the order of the Supreme Court.*®

Similarly, in 2001, a public interest applicant, the Environmental Action Network, sought a
declaration in the High Court of Uganda that public smoking violated a number of constitutional
rights including the right to life (Article 22) and the right to a healthy and clean environment (Article
39). In one of several judgments relating to this application, Justice Ntabgoba commented that
“unregulated smoking in public places constitutes a violation of the rights of non-smoking members
of the public”, depriving them of a clean and healthy environment.'”” As a result of this litigation,'®
the National Environment Management Authority issued regulations in 2004 banning smoking in a
range of public places.'”

Cases like this illustrate that litigants, and public health organizations, can be powerful agents for
change. The history, and legal and constitutional context of each country is unique. It follows that
stakeholders will need to identify allies, and to consider how the available political, legal and
constitutional processes might be used most effectively to build momentum towards the
improvement of public health policies and the introduction of effective public health laws. The
environment for reform is likely to be most favourable where deficiencies in a country’s public
health laws have been recognized and demonstrated, where law reform proposals have been
identified and discussed with major stakeholders, and where political champions are ready and able
to take the issue forward.'* Civil society organizations and the media play a vital role throughout the
public health law reform process.
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Chapter 4: Building blocks for effective
public health laws

SUMMARY POINTS

Public health legislation should clearly set out the mandate, powers and responsibilities of the
government and of public health officials. This not only ensures that public health officials have
the powers they need; it also helps to ensure that governments remain accountable for the
discharge of their statutory duties and functions.

The responsibilities of regional, local and city councils should be explicitly set out in legislation.
However, countries that have devolved public health functions to regional and local levels should
ensure that national coordination is not jeopardized, and that the availability, accessibility and
quality of public health services is not thereby compromised.

Public health legislation should establish clear mechanisms for coordinating the activities of
different levels of government during public health emergencies.

Governments may consider imposing a general duty on persons not to create a serious risk to
public health (as defined), and a general power that permits the minister or chief health officer to
take action and to make such orders as are reasonable and necessary to deal with a risk to public
health. However, except in cases of genuine emergency, legislation should authorize the courts to
review the exercise of executive powers.

Governments have an obligation to frame public health laws in ways that are consistent with
human rights obligations. In some countries, a human rights commission or equivalent body can
investigate complaints of discrimination occurring on the basis of protected attributes set out in
legislation. These protected grounds may include sex, religious belief, colour, race or ethnic
origins, disability, age, political opinions and marital or family status.

Governments should seek to ensure coherence between public health laws and criminal laws.
For example, criminal penalties for the transmission of HIV may have unintended effects,
discouraging women from being tested or from having their babies tested for fear of prosecution.

Introduction

This chapter considers some building blocks for good public health laws that may assist law
reformers as they design legislation and implement the recommendations of a legislative review
process. Effective legislation must be built on a solid understanding of the specific legal powers and
safeguards that are needed in order to respond effectively to the situation at hand. Where they exist,
model laws may provide helpful guidance. However, law reform is a country-owned process that will
reflect the legal history, legal and constitutional structure and political context of each country. As a
result, the legal mechanisms used to implement law reform recommendations may vary
considerably, even between countries that share a similar culture, language and geography.
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4.1 Legislative goals, mandates and principles

The public health functions of government cover a wide range of activities (Table 4.1). In considering
public health law reform, governments need to consider the way in which these functions can best
be supported by legislation. It is important for public health laws to explicitly set out the mandate,
powers and responsibilities of government, and of public health officials. This not only ensures that
health ministries and public health officials have the powers they need, but also helps to ensure that
they remain accountable for the discharge of their statutory duties and functions. It also ensures that
health ministries do not overlook critical functions or responsibilities or adopt an unduly narrow
definition of public health.

Table 4.1: The core public health functions of government

Generating Surveillance and monitoring of the health status of the population, and of health
evidence for risks.
action

Taking action Public health protection and assurance, including through the performance of
regulatory functions and the discharge of legislative responsibilities relating to the
investigation of health risks and the prevention of disease and injury.

Taking action Health promotion, including education and partnerships to support community-
based health programmes and to empower individuals to live healthy lives.

Financing Financing of public health interventions, including financing essential medicines
and technologies and health care services.

Training Training and capacity-building, including accreditation and renewal of the public
health workforce.

Supporting Research and evaluation, including funding research and developing research
research capacity.

There is no single way of expressing the goals and objects of public health legislation, since these
goals will reflect the specific needs of each country and the distribution of powers and
responsibilities between ministries and levels of government. In the Australian state of Victoria, the
Public Health and Wellbeing Act 2008 states that the objective of the Act is: “to achieve the highest
attainable standard of public health and wellbeing by:

(a) protecting public health and preventing disease, illness, injury, disability or premature death;
(b) promoting conditions in which people can be healthy;

(c) reducing inequalities in the state of public health and wellbeing”.!

This legislative mandate encompasses three important themes. Firstly, governments have a duty to
protect and promote the health of the population as a whole. This duty extends to those who, for
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example, live in remote parts of the country, or who cannot afford to pay for services. Secondly,
governments have a duty to work to reduce health inequalities. This means giving special attention
to the health needs of the disadvantaged and vulnerable: those people whose health needs might be
forgotten if government focused only on improving the average level of health. Both of these ideas
are encompassed by the obligation of governments to ensure that health facilities, goods and
services are accessible — economically, physically and without discrimination — to all members of the
population.” Thirdly, by recognizing the goal of promoting the conditions for healthy living, the
legislation recognizes the concept of sustainability, understood here to mean that people should
possess the resources that enable them to lead a healthy life, now and into the future. Sustainability
also has an important intergenerational dimensi