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“Resources are always finite—the evidence-based, fair, transparent, and
accountable benefits package is the most important tool to justify the use of
finite resources to achieve real universal health coverage.”

—Suwit Wibulpolprasert, Ministry of Public Health, Thailand

“A wonderful book that breaks down the most complex of challenges into a
format accessible to economists, social scientists, and policymakers alike—
a must-read for those working to achieve universal health coverage.”

—Soumya Swaminathan, Director, Indian Council of Medical Research

“Universal health coverage globally is an inspiring idea, but it needs to be a
practical one too. This book offers invaluable insights from around the world,
both into how to design high-quality, equitable, and affordable packages of care,
but also, and as importantly, how to implement them.”

—Lord Nigel Crisp, former Chief Executive, NHS England

“This book addresses an important concern: which services can we provide and
which can we not, given limited health resources? Because the answer is context-
dependent, we need principles and methods for deciding what we should and
should not cover with public monies.”

—Wei Fu, Director General, China National
Health Development Research Center

“Many policymakers emphasize ‘who is covered’ when they talk about universal
health coverage. However, the second dimension, namely ‘what is covered,’
deserves as much attention, as this book successfully argues. It also gives
practical advice on who should be involved, what to consider, and how we can
achieve it.”

—Reinhard Busse, Professor of Health Care Management,
Technische Universitat Berlin



“This timely publication provides the critical analysis and concrete strategies
required by health leaders to design fair and far-reaching health benefit packages
that are crucial to achieving universal health coverage and SDG3, and to
transforming political promises into people-centered healthcare.”

—Felicia Knaul, Director, Institute for Advanced Study
of the Americas, University of Miami

“One of the big challenges for universal health coverage in Latin America and the
Caribbean is the difference between what is being promised and what is actually
delivered, what people may expect and what they actually get. Health benefits
packages, by making explicit what is implicit, become critically important in
this context.”

—Adolfo Rubinstein, Founder and Director General,
Institute of Clinical Effectiveness and Health Policy (IECS), and Director,
Center of Excellence in Cardiovascular Health for South America of IECS

“What's In, What'’s Out: Designing Benefits for Universal Health Coverage
provides accessible and thorough guidance on the main policy issues related to
health benefit packages. This book is a must-read for health policymakers and
practitioners seeking to develop a roadmap towards universal health coverage
while enhancing the health system’s efliciency, equity, transparency, and
sustainability.”
—Midori de Habich, former Minister of Health, Peru
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FOREWORD

Professor the Lord Darzi of Denham, Director of the Institute of Global Health Innovation
Kalipso Chalkidou, Director of Global Health Policy and Senior Fellow, Center for Global Development

This book, a multiyear effort by leading applied
a

cademics, frontline practitioners, and policy-
makers from around the world, is the first-ever “how-
to” guide to addressing one of the most overlooked
practical, methodological, and moral questions
in nations’ journeys to universal health coverage
(UHC): What do we pay for in our healthcare systems
and how do we decide to pay for it?

This guide comes at the right time. With the cur-
rent squeeze on aid budgets in high-income countries
and a persistent skepticism in emerging economies
about the return on investing in healthcare com-
pared with other priorities such as education or the
environment, policymakers need guidance on how to
design affordable, equitable, good-quality packages
of care for their populations. These packages of care
must address specific needs, be able to be delivered in
a realistic framework, and be costed and shown to be
feasible within available resources. To be relevant and
useful to healthcare policy creators and drivers—the
politicians, budget holders, and regulators in devel-

oping countries that are committed to UHC—such

guidance must be both methodologically rigorous
and grounded in the practical challenges that they
likely will face.

This book was developed for and to a large extent
with these audiences in mind. It distills practical
experiences and in-depth understanding of the
theory and the realities of evidence-informed policy-
making. Alongside chapters on economic evaluation
methods and ethical, legal, and governance frame-
works, it features case studies and testimonials from
national treasuries and health insurance funds, think
tanks, and university groups working closely with
governments such as those of Malawi, South Africa,
and Vietnam.

The book has been developed under the aus-
pices of the International Decision Support Initia-
tive (iDSI), which was launched in 2012 following
the publication of a report by the Center for Global
Development on priority-setting institutions for
better spending on health. Led by the Institute
of Global Health Innovation at Imperial College
London, iDSI stands for “better decisions for better
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health.” Because UHC can be a unique mechanism
for redistribution of health resources, and such redis-
tribution is more readily achieved through locally
relevant, fair, and evidence-informed processes, iDSI
has been designed as a multicountry, multidisci-
plinary partnership of practitioners and researchers
from around the world. It is supported by the United
Kingdom Department for International Develop-
ment and the Bill & Melinda Gates Foundation, with
lead partners in Thailand’s Ministry of Public Health
and its Health Intervention and Technology Assess-
ment Program, South Africa’s Wits University, Chi-
na’s National Health Development Research Center,
and the Center for Global Development in Washing-
ton, DC.

iDSI has supported the government of India in
its assessment of the value of medical technology for
its national and state health insurance schemes, and
advised China’s National Health and Family Plan-
ning Commission on setting up a network for health
policy research and technology evaluation com-
prising 30 universities and more than 10 provincial
health bureaus. It has worked with the South African
National Department of Health to implement the
UHC vision in a financially sustainable and equita-
ble fashion; and with the Vietnamese authorities to
review and rationalize the country’s health benefits
package. It also has helped the Indonesian national
health insurer decide whether to fund preventative
interventions and determine how to cover off-label
medications. All of these efforts, of course, have

required evidence to build successful approaches,

whether in the form of clinical and economic evi-
dence; evidence on feasibility, including the total
bill with regard to available funds; assessments of
cultural acceptability; evidence on government pri-
orities; and an awareness of opportunities to make
things happen on the ground.

The work is hardly over. The iDSI team is plan-
ning to use the material for courses, including mas-
sive open online courses, or for simulation games
using hypothetical and real budgets; for real-time
links to GEAR, an innovative database for sourcing
and addressing policymakers’ questions on the eco-
nomic evaluation of healthcare interventions; and
for postings to F1000 Research’s iDSI gateway, a new
open-access knowledge-sharing platform. Informa-
tion from this book has made it possible to deliver
training in South Africa to colleagues from six
sub-Saharan Africa countries, including policymak-
ers from the Republic of South Africa, and the team is
planning to do more in India and West Africa. Team
members also will develop a case study compendium
using real country examples of the good and the bad,
contributing to a live document that will be able to
grow and adapt to accumulate experience and drive
research as much as it can to inform practice.

We hope that the Institute of Global Health Inno-
vation can be a catalyst in these efforts, and we look
forward to learning from our partners and taking
the lessons that we learn back to our own National
Health Service—which more often than not faces the
same challenges of maintaining high levels of quality,

affordability, and access.
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PREFACE

Healthcare systems in low- and middle-income
countries are undergoing major changes. Coun-
tries are growing richer and losing aid eligibility,
and disease burdens are shifting to noncommunica-
ble chronic diseases. Technological and knowledge
breakthroughs mean more and more of a country’s
disease burden is preventable, and increasingly
well-educated citizens are more knowledgeable and
demand more and better healthcare.

Governments have responded; universal health
coverage—a core set of good-quality health services
to which all citizens are entitled—is now firmly on
the agenda. After the political rhetoric, however, pol-
icymakers are left with the difficult job of balancing
coverage with costs and budgets.

Since 2011, the Center for Global Development’s
global health program has sought to provide practical
advice on improving value for money in global health
decisionmaking and investments. CGD’s Priority-
Setting Institutions for Global Health working group
led to the creation of the new International Deci-
sion Support Initiative (iDSI). In 2014-15, CGD’s
More Health for the Money working group sought
to define key efficiency measures needed for global
health funding to achieve more impact on health, and

recommendations were deployed at a modest scale

within the Global Fund to Fight AIDS, Tuberculosis
and Malaria.

This book is our latest contribution to enhancing
the value for money of global health investments.

Despite impressive health gains over the past two
decades, in sub-Saharan Africa today, of the $16 per
capita spent on health by governments themselves,
less than a third goes to the most cost-effective
health services.! Global evidence demonstrates that
allocating public money towards the most cost-
effective interventions and products can make a
huge difference for global health. India, for example,
could reduce deaths by almost 30 percent by reallo-
cating within the existing public budget.> And with
enhanced investments, most developing countries
could reduce rates of infectious, child and mater-
nal deaths down to levels seen today in the best-
performing middle-income countries, achieving a

“grand convergence in global health.”

1. http://apps.who.int/iris/bitstream/10665/249527/1/
WHO-HIS-HGF-Tech.Report-16.2-eng.pdf

2. http://www.worldcat.org/title/choosing-health-an-
entitlement-for-all-indians/oclc/244313096

3. http://globalhealth2035.0rg/sites/default/files/report/
global-health-2035.pdf

xiii
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PREFACE

The book suggests practical ways that govern-
ments and their global health partners can achieve
more with their scarce monies—through practi-
cal and evidence-based steps to define and adjust
explicit health benefits packages, using fair and
transparent processes. Both science and art, a health

benefits policy that works will be an ongoing effort;

we hope this book will be the start of a more careful

and systematic approach to resource allocation in the

health sector, with an impact where it matters—on
health itself.

MAsoop AHMED

President

Center for Global Development



ABOUT THIS BOOK

Vaccinate children against deadly pneumococcal
disease, or pay for cardiac patients to undergo
lifesaving surgery? Cover the costs of dialysis for
kidney patients, or channel the money toward pre-
venting the conditions that lead to renal failure in the
first place? How much to do of each? Policymakers
who deal with the realities of limited healthcare bud-
gets face tough decisions like these regularly. And for
many individuals, their personal healthcare choices
are equally stark: paying for medical treatment may
be infeasible, or could push them into poverty.

Many low- and middle-income countries (LMICs)
now aspire to universal health coverage (UHC),
where governments ensure thatall people have access
to the quality health services they need without risk
of impoverishment. But for UHC to become reality,
the health services offered must be consistent with
the funds available—and this implies tough every-
day choices for policymakers, choices that could
be the difference between life and death for those
affected by any given condition or disease. The sit-
uation is particularly acute in LMICs, where public
spending on health is on the rise but is still extremely
low, and where demand for expanded services is
growing rapidly.

This book, What'’s In, What’s Out: Designing Ben-
efits for Universal Health Coverage, argues that an

explicit health benefits package (HBP)—a defined
list of services that will be funded with public
monies—is an essential element of a sustainable and
effective health system. Contributions from lead-
ing analytic and policy experts consider the many
dimensions of governance, budgets, methods, polit-
ical economy, and ethics that are needed to decide
“what’s in and what’s out”—what services are critical
to a successful HBP, and what services are desirable
but not essential—in a way that is fair, evidence-
based, and sustainable over time. As a result, this
book aims to reach out directly to LMIC policy
audiences—policymakers and their advisors who
have been tasked with “designing the package” or
“updating the package” as part of UHC reforms, who
are looking for an overview of basic principles and
what has been done elsewhere, and who are consider-
ing options for their own next steps in consolidating
an effective HBP-based UHC policy.

External global health funders and advocates are
also key audiences for this work. People often talk
about health systems and UHC as something out-
side the realm of global health, where the concept of
“global health” itself is understood here as the poli-
cies and interventions that are intended to reduce
vaccine-preventable diseases or HIV/AIDS and are
heavily supported by external funders in the form

XV
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ABOUT THIS BOOK

of aid. Yet public money priorities matter greatly
for global health outcomes, and will matter more
than the amount of aid, which is a declining share
of total spending on health. Too often, aid funding
for mostly cost-effective healthcare such as vaccines
and antiretroviral therapy happens outside public
budgets and outside the health benefits package. As
middle-income countries lose their aid eligibility or
as donors change policies, there is a risk that these
key services will fall off the list of public subsidy, with
potentially disastrous and immediate consequences
for health.

Global health advocates themselves are stake-
holders and competitors in global and domestic
resource allocation decisions. This book aims to
show how important fair process and rigorous meth-
ods are to maximizing health in LMICs, where tough
prioritization decisions must be made.

Finally, the book may also be useful to the health-
care industry more broadly as it deepens investment
in new markets. To this audience, the book argues
that the clearer the decisionmaking process and cri-
teria for obtaining public reimbursement for a prod-
uct, procedure, or device, the more level the playing
field for competing firms and the clearer the incen-
tives to develop products that meet the cost-effective-
ness criteria of a country’s health system.

We believe that this work makes a unique con-
tribution to a field that for several decades has been
more art than science. Private health insurers in
high-income markets have long understood that the
definition of benefits is at the heart of their business
sustainability. Public insurers and payers need to
take this same view of the issue to make the best use
of public funds; unlike private insurers who respond
to shareholders and clients, public insurers and
payers are accountable to the public at every step of
the process.

Yet this book is far from comprehensive and

should be viewed as a first effort to understand and

analyze the options that LMIC health systems face.
Aspects that it does not cover include greater analysis
of the range of institutional arrangements that under-
pin the governance and resource allocation process, a
deeper dive on how existing plans cover specific dis-
ease burdens and related interventions and technolo-
gies, more information on how a cost-effective HBP
design can help with price negotiation and purchas-
ing more broadly, and a broader assessment of emerg-
ing legal and rights issues in health systems around
the world. We provide as many country examples as
possible without field-based original research, but
strongly believe that more documentation, original
research and analysis, and experience-sharing on
how different health systems operate their HBP poli-
cies are all needed.

The book is not intended to be a technical manual
for conducting health technology assessments or
cost-effectiveness analyses; there are other com-
prehensive resources on these topics. Instead, the
goal is to put HBP development and design meth-
ods into a broader context and consider how they
might be applied practically to coverage decisions in
LMIC settings.

Finally, the book is a collection of views of differ-
entauthors, experts, and disciplinary perspectives; as
a result, each chapter is written and approaches the
topic in different ways. We believe that this diversity
is helpful in nurturing debate about the emerging
scientific, ethical, and governance issues that arise in
setting health system priorities.

The book is organized in four parts, each followed
by short commentaries by policymakers engaged in
developing HBP policies. The first part is an overview
for the rest of the book, describing why an explicit
statement of the benefits to be publicly funded is core
to the UHC mandate and providing a framework to
help think through the necessary steps involved in
setting up a HBP. The second part lays out the gover-

nance arrangements, budget issues, and monitoring



and evaluation functions that an effective HBP policy
will consider. The third part focuses on the methods,
criteria, and evidence that can be and have been used
to design and adjust HBPs, and touches on how to

deal with constraints to analyses, from limited data

ABOUT THIS BOOK xvii

to supply-side inadequacies. This final part discusses
some of the political economy, ethics, and rights
issues involved in HBP design and adjustment.

An accompanying set of learning resources is

available on our website: cgdev.org/health-benefits.
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An elderly woman signs up for a health package in Khon Kaen, Thailand.
Credit: Athit Perawongmetha / World Bank




INTRODUCTION

The Health Benefits Package
Bringing Universal Health Coverage from Rhetoric to Reality

Amanda Glassman
Ursula Giedion
Peter C. Smith

At a glance: Universal health coverage promises health coverage for all. A health benefits package

defines what the government can deliver—and what citizens can demand—given budget realities.

ere is immense interest worldwide in the notion

of universal health coverage (UHC): the idea of
providing a core set of good-quality health services
to which all citizens are entitled regardless of their
circumstances. After the political commitments are
made, however, many policymakers are left to grapple
with the central issue: what services should be made
available, and under what conditions? This book aims
to provide a framework and implementation options
for UHC, and will give examples of how a health ben-
efits package (HBP)—the set of health services and
products that can be feasibly financed and provided
for everyone, given a particular country’s actual cir-

cumstances—can work in the real world.

This introductory chapter sets out the policy
background for current interest in HBP. It starts
with a brief discussion of UHC and the pool of public
funds available to fund the HBP. It then explains
the role of the HBP and the importance of making
explicit choices regarding its contents. The chap-
ter concludes with a framework that presents the
important processes that should be undertaken if
a sustainable HBP is to be specified and delivered
to the population, within financial and other con-
straints. The framework does not seek to be prescrip-
tive about how the processes are organized; rather, it
asserts that these processes must be implemented in

some form, whatever the institutional context.



INTRODUCTION

Universal Health Coverage

The worldwide interest in UHC culminated in the
publication of the World Health Organization’s
(WHO) World Health Report 2010 on the topic,'
and was given further momentum when the United
Nations (UN) General Assembly adopted Resolution
A/67/L.36 on UHC in December 2012. In January
2016, the UN adopted the pursuit of UHC as one of
its 17 Sustainable Development Goals. The WHO
defines UHC as “ensuring that all people can use the
promotive, preventive, curative, rehabilitative and
palliative health services they need, of sufficient qual-
ity to be effective, while also ensuring that the use of
these services does not expose the user to financial
hardship.”* In practice, UHC aims to ensure that cer-
tain health services or products are delivered free of
charge, or at a subsidized fee, to the entire population.

It is easy to understand the international interest
in moving toward UHC. Done well, UHC improves
access to health services for many people who oth-
erwise would be unable to use those services, and
can improve the use of services designed to prevent
future ill-health.? It can reduce the incidence of seri-
ous impoverishment caused by health shocks. And,
by making access to health services unrelated to
ability to pay, it satisfies a widely held concept of fair-
ness.* Further, as well as promoting financial security,
progress toward UHC can improve health outcomes
for the population.®* Most high-income countries
have had a comprehensive form of UHC in place for
several decades, and an increasing number of low-
and middle-income countries (LMICs) are seeking
to make a transition toward these same outcomes.

A central requirement of any UHC system is that
the range of services made available to the popula-
tion is consistent with the available resources. This
book argues that the creation of an explicit HBP is an
essential policy tool to meet that requirement. This
chapter describes the functions needed to design and

adjust a HBP over time, in a “framework” for setting

and adjusting what is included in and excluded from
the package. It sets out the salient features of the
health system needed to implement UHC, and
explains why an explicit package is desirable. After
establishing the framework, which comprises 10
core elements, the chapter concludes with some brief

observations on implementation.

The UHC Funding Pool

UHC systems require the establishment of a pool of
finance with which to fund the health services to be
made available. Whatever the precise source of such
finance, in order to maintain the universal principle
of UHC, it is essential that a citizen’s financial con-
tributions are mandatory, and that they are unrelated
to the individual’s medical circumstances, risks, or
ability to pay.® If these basic requirements are not
met, then both economic theory and practical expe-
rience show that the health insurance mechanism
breaks down, or progress toward UHC stagnates.”
Therefore, a defining feature of UHC is its reliance
on public finance, in the form of taxation or pseudo-
taxation, such as social health insurance. In most
systems that have adopted UHC, financial contri-
butions are related to ability to pay, and so have the
effect of ensuring that healthy and wealthy people to
some extent cross-subsidize the health service utili-
zation of poor and sick people.

A serious limiting factor in any progress toward
UHC is the size of the funding pool that a country
is willing and able to make available for “needed”
medical services. High-income countries can claim
that their available funds enable them to cover most
mainstream medical services. Even in high-income
countries, however, there are increasing debates
about the ability to subsidize certain high-cost drug
therapies, and more general concerns about the
future sustainability of existing systems. This trend

reflects more general long-standing debates about



the “rationing” of health services.® Such debates are
in many ways like those in low-income settings that
consider “prioritizing” only a limited number of
treatments for public funding. Although the nature
of the binding constraints facing low-income settings
is much more dramatic—in 2013, low-income coun-
tries spent an average of US$37 per capita on health
versus US$4,456 in high-income countries—the
political economy of different interest and patient
groups seeking to expand coverage without regard to
resource constraints and trade-offs is broadly similar.

To some extent the effective size of the fund-
ing pool can be enlarged by expanding the scope of
the taxation base and improving the efliciency with
which services are delivered. However, no coun-
try can possibly offer access to all available medi-
cal treatments. Serious questions therefore need to
be addressed on how best to use the limited funds
available, especially in LMICs. Thus, in making a
transition toward UHC, three fundamental policy
questions arise: what services should be available
under UHC, to whom should they be made available,
and what (if any) user charges or other arrangements
should be attached to services that are not considered
priorities given current circumstances?

In practice, the imposition of user charges, even
if they are below market prices, is bureaucratically
complex and (if poorly designed) can frustrate the
objectives of UHC.? Likewise, restricting UHC or
charging different prices to different socioeconomic
groups or certain subsets of the population can be
ethically and administratively questionable. In many
countries, for example, the administrative expense
related to the collection of user charges can be greater
than the sum of the charges themselves, defeating the
purpose of expanded revenue collection. Further, the
practice of excluding informal sector workers with
some ability to pay from public healthcare subsidies
has been largely unsuccessful.'’ Some have argued
that UHC might be limited to certain disadvantaged
groups, such as poor households;"" and several of
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these targeted schemes have successfully enhanced
utilization and outcomes among these groups. How-
ever, such policies run the risk of alienating the
broader population, who fund the scheme, and in any
case the need to equalize benefits among different
groups generally grows over time, and these targets
and restrictions compromise the universal principle
of UHC.

Therefore, in practice, a major policy focus in
moving toward UHC has been on what services
should be made available and under what condi-
tions—or, as the title of this book puts it, “what’s in

and what’s out?”

The Health Benefits Package

The set of health services to be made available can
be determined implicitly or explicitly, but the simple
accounting requirement means that its total size will
be constrained by the available funds. This may seem
obvious, but the discontinuity between aspirational
health plans and actually available financial and
other resources is the single most common failing of
existing benefits plans in LMICs."> Furthermore, it is
important to distinguish the de jure set of treatments
offered in theory (perhaps defined in grandiose terms
such as “all necessary services”) from the de facto set
of treatments that patients actually receive, which
may be severely restricted by factors such as budget,
infrastructure, human resources, geographical, cul-
tural, and other constraints. The chapters in this
book are concerned with how a feasible set of UHC
services can be explicitly defined to create what is
commonly known as a HBP, a set of services that can
be feasibly financed and provided in each country’s
actual circumstances."?

Animportant characteristic of the HBP as defined
is that the services included are made explicit, so
that citizens can be made aware of what services are

(and, equally important, are not) available and so
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that payers may assess year-to-year resource require-
ments. It should then represent an explicit statement
of the services to be made available that secure the
maximum value (however defined) from the limited
funds available. Nevertheless, explicit HBP specifi-
cations create political and practical difliculties for

several reasons:

e Countries may lack the analytic and administra-

tive capacity to set a HBP with any assurance.

o The data needed to establish the HBP may be

absent or subject to serious distortions and bias.

e Service delivery constraints may preclude chang-

ing the current pattern of services.

o Legal statutes may appear to proscribe any limits

on access to publicly funded services.

o The need to make the HBP explicit may create
political tensions by alienating certain patient or

provider interest groups.

o From a financial ministry perspective, explicit
entitlements to treatment may create uncertain
budgetary implications that could be resolved if
arbitrary restrictions on access (like budget caps,

or long waiting lists) were imposed.

The importance of such considerations should not
be underestimated. However, an explicit statement
of funded and provided services also has numerous
benefits:

e It creates explicit entitlements for patients, whose
access to services might otherwise be largely deter-
mined by clinical professionals, with the conse-

quent potential for arbitrary variations in access.

e It helps to identify whether funds are being spent
wisely, on services that create the maximum

benefit for society.

e By specifying the services to be delivered, it facil-
itates important resource allocation decisions,
such as regional funding allocations, and other
planning functions creating a precondition for

reducing variations in care and outcomes.

e It facilitates orderly adherence to budget limits,
which might otherwise be attained only though

arbitrary restrictions on access and services.

o Itreduces the risk that providers will require
“informal” payments from patients to secure

access to high value services.

o The entitlements created empower poor and
marginalized groups, who cannot be made
aware of any specific entitlement without an
explicit HBP.

o It creates the preconditions for a market in
complementary health insurance for services not
covered, with several potential benefits for the

health system as a whole.

By contrast, many inefficient and unethical conse-
quences may result from the absence of a clear state-
ment of the contents of the HBP. For example, in the
past, a commonly used resource allocation method
was to fundlocal district hospitals with a fixed budget
but without an explicit HBP statement.'* Doing so
secured strict expenditure control without a need for
a statement of services to be delivered. However, this
approach left the choice of who should secure access
to services to the local hospitals or local govern-
ments, and was liable to result in arbitrary decisions
as to who secures that access, with obviously adverse
consequences for efficiency (poor use of funds) and
equity. Furthermore, this disconnect between the
explicit hospital budget and the nonexplicit HBP was
likely to increase the risk that local providers (either
explicitly or implicitly) might demand informal pay-
ments from patients to secure access, further exacer-

bating inequities. Therefore, although it is dificult



to secure unequivocal evidence, progress toward
UHC nevertheless seems to be better managed with
explicit HBP specifications."

This chapter documents the processes that will
be needed to pursue such an objective. Establishing
a HBP involves hard political choices, balancing the
claims of various patient groupings, localities, and
suppliers of technologies and services.'S However,
such allocation decisions will always occur when
resources are limited, as they are in every country of
the world, and making these decisions transparent—
and, to the extent possible, based on the best scien-
tific evidence on benefits and costs—is an important
requirement for mitigating the political difficulties
that arise when setting priorities for UHC.

Compared to their counterparts in high-income
settings, decisionmakers in LMICs face especially
severe challenges in implementing UHC systems.
The profound resource limits in LMICs intensify the
pressures on priority-setting processes. High-income
countries could develop the HBPs in their health
systems organically, being able to provide a generous
package by adding new technologies incrementally
as they emerged, and funding them through regular
increases in the health budget alongside their eco-
nomic growth. By contrast, LMICs are confronted
by a huge array of technologies and services that they
cannot possibly fund with their existing (or planned)
funding levels. This disparity gives rise to especially
difficult choices, and makes it particularly important
that the interventions included in the HBP yield high
value, in line with the health system objectives.

Reliance on donor funds in low-income settings
can also create challenges for the HBP. Available
funding levels may fluctuate from year to year,'"” com-
plicating the long-term planning process needed to
select a HBP and move toward UHC. Some aid may
have conditions attached that place restrictions on
the diseases and services that can be covered. In the
same vein, LMICs may come under pressure to adopt

recommendations made by international agencies,
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even if those recommendations would not otherwise
be a priority or even cost-effective for their setting.'
Such recommendations may “preempt” use of funds
and restrict the size of the pool available for the
remainder of the HBP, potentially resulting in oppor-
tunity costs in the form of disease burden—costs
that might have been averted if the entire budget was
allocated jointly with an eye to maximizing health

system objectives.

Choosing the Health
Benefits Package

It is important to recognize that HBP specifications
can take many forms and vary greatly in detail and
specificity. At one extreme, a HBP could contain a
detailed list of specific treatments and the criteria
under which patients become entitled to that treat-
ment, such as clinical indications or age. At another
extreme, the HBP could merely comprise a general
specification, such as any treatment normally occur-
ring in a primary care setting. Both extremes create
risks, in the first case of unmanageable complexity,
and in the second case of vagueness and possible pro-
vision of unnecessary or inappropriate services and
implicit rationing. In practice, a useful HBP is usu-
ally likely to take an intermediate form; for instance,
a 2014 analysis finds a varying degree of explicitness
and detail in seven Latin American countries."”

So far as is feasible, the contents of a HBP should
be selected based on consistent and transparent crite-
ria that are aligned with a health system’s objectives.
It is perfectly possible to create a HBP without con-
sistency or transparency. However, such an approach
will always be vulnerable to criticisms that it unduly
favors the interests of particular patient groups, ser-
vice providers, or health technology industries. Set-
ting explicit criteria makes it possible to explain the
reasons for adopting or rejecting specific products

and services, and can allow health systems to set up
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agencies with explicit terms of reference for assessing
technologies and services. Setting out a clear system
and set of criteria for decisionmaking and reconsider-
ation of evidence can also make it possible to revisit
HBP decisions when more money or new evidence
comes along. These are important approaches for
alleviating some of the profound political difficulties
that can arise when setting up a HBP, and help ensure
a sustainable transition toward UHC.

Furthermore, setting transparent criteria for
assessing treatments and services allows a debate to
take place about what the health system’s objectives
should be, how priorities are to be set, and how per-
formance should be assessed. In short, transparency
is part of good health system governance. The speed
of progress toward UHC will largely be constrained
by the taxes that citizens are prepared to make avail-
able to fund HBP services. Their willingness to con-
tribute to funding the health system may be strongly
influenced by their confidence that the money will
be spent wisely, requiring both efficient and fair

choices.?’

Toward a Framework

The principle underlying the selection of the HBP
should be to select services according to the “value”
they offer, in terms of satisfying social objectives,
given the costs of providing the services. Economists
have pursued this principle in the development of
cost-effectiveness analysis (CEA), which ranks treat-
ments according to their costs relative to the addi-
tional health benefits they confer. CEA has become
widely used and influential, and offers a practical
approach to the priority-setting problem. However, it
is by no means the only possible approach, and indi-
vidual health systems may choose to augment CEA
(for example, by including additional equity objec-
tives) or to replace it with other analytic devices.

These different methods are discussed in detail in

part II of the book. The important requirement, how-
ever, is that any method should seek to secure for
society the greatest “value for money” in setting the
contents of the HBP, however “value” is defined.

The need to target the interventions that yield
the highest value will become even more pressing in
the future. Globally, demands on health systems will
increase as life expectancy rises and new technolo-
gies emerge. These developments may promise major
future improvements in citizen welfare, but they also
place major responsibilities on governments and their
agencies to ensure that the limited funds available are
spent wisely. This will require reconciling competing
claims from numerous interest groups, an intensely
political process. The requirements for that process
go far beyond narrow technical concerns of analytic
coherence. It requires consideration of a wide range
of functions that are necessary to ensure that the
HBP has widespread support and real impact. (Part
I of this book describes HBP governance and pro-
cesses in greater detail, while part III focuses on the
ethical, rights, and political economy dimensions of
HBP policy.)

Further, the HBP does not exist in isolation. As
signaled above, ifit is to be more than a de jure “wish
list” of services, HBP must inform health system
functions like payment, provision, performance
measurement, and accountability. If these condi-
tions are not fulfilled, the HBP will be little more
than a tokenistic process that has no real impact on
de facto services that citizens can use. In this sense,
an intrinsic characteristic of the transition toward
UHC should be that it is “sustainable,” meaning
that (1) the process of setting the HBP is practical
and secures broad support from providers, politi-
cians, citizens, and other stakeholders; (2) the HBP
offered can be afforded from available resources;
(3) the HBP has a real impact on services received;
(4) similar (or improved) coverage can be offered
over future periods, given reasonable projections

of future needs, technologies, and resources; and



(5) citizens continue to support the principle of
UHC and are prepared to contribute taxes and other
funds to pay for it.

Any sustainable HBP will have four attributes that
distinguish it from other priority-setting strategies.

1. A HBP comprises a portfolio of multiple services,
rather than single services or categories of services or
technologies. Unlike other priority-setting policy
instruments characterized by discrete analyses that
focus on one disease or one category of technology
(such as medicines), HBP design and adjustment
may (though does not always) require an assessment
of the whole set of services covered when deciding on
initial or ongoing inclusions and exclusions of new
or existing services, given the available budget. The
portfolio of services allows for a more integral costing
of the package, the link with budgeting and payment,
and a conceptualization of care from the perspective
of the patients themselves. A portfolio does not mean
that discrete analysis will not be part of the process,
but that for the purposes of moving toward UHC
the full complement of services and products needs
to be considered. This portfolio approach is crucial
because it will reflect the full set of services that the
health system needs to manage. The HBP is not a pro-
gram or project; instead, it is the basis on which other
health systems policies and tools are used to deliver
and be accountable for services.

2. A sustainable HBP portfolio of services will be
properly costed using actuarially informed estimates
of supply and demand, based on realistic projections
of current and future utilization. This requirement is
essential, and is a characteristic of the HBP seen in
countries like Chile, Colombia,?' Liberia (prior to
the 2014-15 Ebola outbreak),?? and Thailand.?* In
contrast, in countries such as Ghana,** Uganda,*
and Peru,?¢ the HBP has not been linked to resource
availability and budgeting to the payer agency, result-
ing in fiscal imbalances and likely implicit rationing.

3. A sustainable HBP will completely or partially

constrain the products and services that will be made
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available through the publicly funded health system, or
will serve as a guarantee that “at least” the HBP-listed
services will be available. The Chilean HBP is an exam-
ple of an “at least” HBP, where the set of prioritized
services is made available to the entire population
under prespecified cost-effective clinical guidelines,
timeliness standards, and full subsidy. In Chile, non-
prioritized services are still offered but are subject to
implicit rationing via waiting lists, service availabil-
ity, and other implicit mechanisms. AHBP mightalso
be complemented by a negative list—a list of inter-
ventions, services, and products that will not be pub-
licly funded under any circumstances. For example,
in the past, Colombia used a negative list alongside
a positive list as a strategy to limit outside-of-HBP
special request loopholes for certain medicines and
procedures known to be ineffective or unsafe.

4. A sustainable HBP is a living, evolving policy
instrument that should adapt as new evidence and capa-
bilities emerge. Processes should be in place that lead
to a relatively consistent and predictable process of
inclusions and exclusions over time. Most health sys-

tems continue to lack these kinds of processes.”’

The 10 Core Elements
of Setting a HBP

If a coherent and sustainable process for setting the
HBP is to be established, in line with the require-
ments outlined in the previous section, then 10 core
elements are indispensable. It is important to under-
line that there is no single “correct” way of organizing
these functions; their precise nature and locus may
vary substantially depending on the political frame-
work, policy choices, and nature of the health system.
What is important is that structures to undertake the
functions are in place, that they operate efliciently
and effectively, and that the functions are aligned
according to the common purpose of setting a HBP

that secures the maximum value for society.
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FiGuRrE 1. The Core Elements of HBP Design

Figure 1 presents a diagram that illustrates the
functions and indicates how they are likely to be
ordered. In practice, their operation likely will not be
so neatly sequential; rather, the ordering is intended
to underline how the functions are interdependent.
In practice, many functions will occur simultane-
ously and implementers may need to cycle back to
preceding functions before undertaking later ones.
Moreover, illustrating the process as a cycle high-
lights the fact that setting the HBP must be a con-
tinuous process, one that requires constant review
and refinement as new evidence, new technologies,
and even new preferences emerge. The reason for
describing the inevitably messy real-world process
of setting the HBP as a set of 10 discrete functions

is to aid discussion and help policymakers examine
the effectiveness of the arrangements in their own
health system.

This description of the HBP elements gives exam-
ples from health systems that are grappling with these
issues in the context of difficult resource and other
kinds of constraints. It emphasizes that HBP design
is a dynamic multistep process that goes well beyond
using the evidence to make decisions about what is
to be covered under UHC, and thereby seeks to add
value to the literature and guidance in this area.

1. Set goals and criteria. A first step in HBP design is
a simple yet crucial and often forgotten one: setting

clear goals and general criteria for the selection of



disease control priorities and, subsequently, services
and products within each priority. At core, this step
asks policymakers and politicians to clearly state
the intended impact or use of the HBP. In Argen-
tina, for example, the goal was to protect uninsured
mothers and their infants from preventable morbid-
ity and mortality.”® In Vietnam, the existing HBP—
initially set up to reimburse providers—is to be
updated to reflect reduced donor funding for vertical
public health programs such as HIV/AIDS as well as
ambitions to scale up insurance coverage.*” In other
countries, HBPs are mainly used to define allowable
reimbursement for medicines (Uruguay) or to regu-
late insurers (Colombia, United States). Explicit goal
setting is a sine qua non condition to ensure coher-
ence in all subsequent steps, and it is the basis for
implementing accountability mechanisms to check
whether the HBP responds both on paper and in
practice to what it originally was meant to achieve.
Once goals have been set, defining general (not tech-
nical) criteria for inclusion or exclusion of disease
control priorities and/or services comes next. Here,
policymakers and (in some cases, with appropriate
process) citizen and advocacy groups can set out the
list of general criteria to guide subsequent technical
staff and analyses. For example, in the recently ini-
tiated HBP update in the Dominican Republic, gen-
eral criteria of geographic and socioeconomic equity,
severity, number of people affected, and other crite-
ria were agreed as the basis on which to select disease
control priorities and services for inclusion, while
nonprioritized diseases and related interventions

would be rationed implicitly.*°

2. Operationalize general criteria and define meth-
ods for appraisal. After setting clear goals and criteria
but before diving into any specific disease or service
category, a next task—likely to be conducted by
technical staff and analysts rather than policymak-
ers themselves—is to operationalize general criteria

into specific criteria that can be utilized in preagreed,
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technically rigorous appraisal methods so that each
disease-service pair is treated consistently from a
methods perspective. Methods choices are closely
related to goals; for example, if the goal is health max-
imization, then standard CEAs may be selected as
the appraisal method, and general equity criteria can
be operationalized into CEAs presenting disaggre-
gated analyses by groups. In Thailand, for example,
the Health Intervention and Technology Assessment
Program (HITAP) has issued a methods manual that
is used as the routine reference for CEAs.* Like-
wise, Chile has established an algorithm consisting
of several explicit criteria that are used to periodi-
cally update the number of health problems that are
covered by its health plan, AUGE.* Any appraisal
method selected should meet four key principles:
be technically robust and justifiable; reflect social
values; be easy to understand; and have a relatively
low cost of implementation.** Not every disease-
service pair will be analyzed using such methods, but
the idea is to clearly set out defensible methodologi-
cal choices beforehand that will provide structure for
the appraisal process where it is deemed to be feasible
and necessary by means of a kind of triage (see the

next element).

3. Choose the “shape” of the HBP and select areas
for further analysis. Given the whole inventory of
possible health services in the universe of potential
candidates for inclusion, policymakers must grapple
with how to classify services into different catego-
ries with some kind of rules to define priority inclu-
sions or exclusions, or types of technologies. These
choices will determine the “shape” of the HBP, or
its structure, language, and granularity, choices that
frequently depend on the planned uses for the pack-
age (budgeting, payment, accountability, or other-
wise). Further, policymakers must set priorities for
the priority-setting itself, and determine where to
“start”—some sort of triage must be used to deter-

mine which disease-service pairs or comparators
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are priorities for appraisal and decision or for other
approaches that will meet HBP goals, or that can
be postponed for later. A basic decision is whether a
HBP is being developed de novo (from a zero-based
scenario), or whether it includes all services cur-
rently being provided and the priority-setting prob-
lem is only incremental (such as deciding on the
use of newly available resources from year to year).
Whatever the case, for analysis to add value, it must
reduce the decision-relevant uncertainty, where
additional information will make a difference for
whether a service is included in or excluded from the
HBP. For example, a country like Vietnam, with a per
capita gross domestic product of US$5000 per year,
might immediately exclude medicines not consid-
ered cost-effective by health technology assessment
agencies in much wealthier countries like France,
Germany, and the United Kingdom. This kind of
informal benchmarking to exclude is a common first
strategy in rationalizing benefits plans, and does not
require in-depth appraisal. However, screening inter-
ventions for common noncommunicable diseases
such as diabetes are likely in a gray area—perhaps
cost-effective or perhaps not, with uncertain budget
impact, not currently provided systematically, and
worthy of further analysis.** Similarly, countries that
are setting HBPs within certain disease goals can
focus their attention on appraising the set of alternate
interventions that will most efficiently reach disease
control goals; this strategy has been undertaken as
part of HIV/AIDS program planning in South Africa
using mathematical programming, for example, and
could be used to set an AIDS-specific HBP.* Other
approaches include polling or consulting policymak-
ers or stakeholders on key policy questions; in Thai-
land, for example, policy questions are nominated
by stakeholder groups (such as “should the benefits
package include the battery for hearing aids?”) and
used as the basis for deciding which appraisals will
be conducted.*

4. Collate existing and collect new evidence. For
those high-priority topics identified as part of an
incremental inclusion or exclusion process and deci-
sion, a next step is to systematically collate existing
and collect new evidence as input to appraisal. Sys-
tematic reviews, meta-analysis, literature reviews,
and graded evidence quality are well-documented
and tested strategies for collating, collecting, and
analyzing existing and new evidence.”” Alternatively,
some countries have called for periodic wholesale
HBP revisions, as in the Dominican Republic exam-
ple mentioned earlier. Here, evidence collation and
collection is essentially done by scanning guidelines
and medicines lists from other countries—even
those with very different resource constraints—and
making a first-round decision to include wealthiest-
country-in-the-world gold-standard cost-effective
guidelines for priority diseases, while leaving any
additional evidence gathering and analysis for a

later time.

5. Undertake appraisals and budget impact assess-
ment. Cost-effectiveness analysis has become a
widely accepted approach to appraising technolo-
gies, as embodied in numerous health technology
assessment agencies worldwide. However, use of
CEA is by no means universally accepted or feasible.
Implemented from scratch, CEA can require infea-
sible analytic demands, and the findings from other
health systems may not be directly transferrable.
Methods such as meta-analysis can be used to syn-
thesize results from elsewhere, and regional collabo-
ration may help reduce the analytic burden on single
countries. A frequent criticism of CEA is its failure
to address objectives other than health maximiza-
tion, and other more general methods have emerged,
although these can introduce new analytic complex-
ities. Participatory methods such as program bud-
geting and marginal analysis are based on similar
principles to CEA, but allow greater flexibility and
participation of key stakeholders, although they are



demanding in terms of convening skills and expert
facilitation.’® A final key analytic step is to assess the
budget impact of the proposed changes to the HBP
as a whole (not only the part related to the appraisal)
in current and future fiscal years. Here, too, there
are widely accepted methods standards.®® The lack
of a robust budget impact analysis of the proposed
change can lead to a lack of coherence between what
is being promised in the HBP and what resources are
allocated to implement it, and frequently compro-

mises the package’s sustainability.

6. Deliberate on evidence/appraisals. Once apprais-
als or proposals are prepared, a next step is to estab-
lish a mechanism that will allow for discussion and
deliberation around evidence and appraisals/propos-
als as an input to recommending which components
can be included or excluded (see step 7). In Organ-
isation for Economic Co-operation and Develop-
ment (OECD) countries, most notably in the case
of the United Kingdom’s NICE (National Institute
for Health and Care Excellence) committees and
citizens’ councils, deliberation is more commonly
applied as part of a health technology assessment,
but there are good reasons to consider including a
process of deliberation around the entire portfolio
of HBP services and its subsequent adjustment. The
information and methods available to make decisions
on what components to include or exclude involve
substantial uncertainty related to limited local infor-
mation sources, variable strength of the evidence
base, restricted empirical information on eftective-
ness, and the strengths and limitations of having and
combining objective criteria. For example, LMICs
often lack solid information on treatment costs and
effectiveness in their own context.*® Further, beyond
incorporating specific criteria into the selected meth-
ods and appraisal approach, other values or consid-
erations might be brought to bear in the selection of
services. Under many circumstances, stakeholders

can agree on a deliberation process that they consider
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to be fair while acknowledging the uncertainties and

constraints of the data and evidence.

7. Make recommendations and decisions. In many
settings, deliberation ends with a recommendation
to policymakers on the individual services or port-
folio of services that are to be included in the HBP
during either its initial design or later adjustment
process, but fails to connect the recommendation
with decisionmaking. In an ideal process, there is an
obligation to consider the appraisal and its recom-
mendations in decisionmaking on whether services
are included or excluded for public subsidy. Such an
obligation has been established in regulation in some
countries (Thailand, Mexico), while in others rec-
ommendations are not binding for budget decision-
makers (United Kingdom, Colombia). The key issue
is to lay out clearly how appraisals/recommendations
will relate to decisionmaking bodies and individuals,
whether payers or providers. There may be a need
to first build confidence in the evidence/appraisal
before setting up an explicit connection between
recommendations and decisionmaking. Further,
attention should be given to communicating recom-
mendations and decisions to providers, the public,

and policymakers at different levels of government.

8. Translate decisions into resource allocation and
use. Decisions emanating from appraisals, budget
impact analysis, and recommendations can be trans-
lated into resource allocation in binding or non-
binding ways, but an effective HBP needs to have
direct influence on resource allocation, whether
through budgets, fiscal transfers, payment, reim-
bursements, or product procurement. Some health
payers are legally required to consider recommen-
dations in resource allocation. For example, as
established in regulation, Mexico’s Seguro Popu-
lar package CAUSES is the basis for budgeting the
payment transferred by the federal government to
state governments for the provision of CAUSES

11
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services.* Similarly, in Colombia and Uruguay, a
medicine must be included in the published HBP
regulations in order for insurers to reimburse or pay
for it. However, in the absence of legislation or reg-
ulation, there may be other inducements for budget
decisionmakers and providers to adopt recommen-
dations. For example, reimbursement rates for non-
included medications might be set at similar prices
to included comparator medications, to avoid creat-
ing incentives for prescribing non-HBP medicines.
Other nonfinancial strategies can induce adoption
of included services, such as clinical guidelines with
peer review or medical audits. Beyond these hard-
wired or inducement mechanisms to link decisions
with resource allocation and use, there is an ongoing
need to adjust HBP for resources available over time
using inflation adjustments, price tracking/bench-

marking, and other strategies (see step 9).

9. Manage and implement the HBP. Once resources
are allocated, payers and providers of care delivery
are involved in an ongoing process of HBP services
implementation. But in the context of the HBP fram-
ing, HBP management and implementation denote
the tasks that the HBP manager must perform to con-
tinuously update and monitor HBP payments and
services using prescription and utilization data, to
communicate with stakeholder groups on included
and excluded services, to resolve disputes, to manage
exclusions, to inform price negotiations with man-
ufacturers,* to prepare financial forecasts and plan
needed adjustments, and so on. HBP implementa-
tion means ensuring that the benefits are delivered
in practice, that the package is in line with its initial
goals, and that it is both financially and institution-
ally sustainable. In short, implementation ensures
that the HBP is coherent with available resources,
policies, and context. This function or step is often
forgotten and without an institutional home, but
should lie at the heart of obtaining the value for

money for UHC in the context of limited resources.

For example, an analysis of the coherence between
Mexico’s conditional cash transfers program and the
availability of the infrastructure and inputs required
to deliver the program’s health benefits found that
very few health posts had the capacity to provide the
covered services.* Similarly, in Colombia there is no
explicit alignment between the content of the HBP
and the clinical practice guidelines, even though both

are developed by the country’s ministry of health.**

10. Review, learn, and revise. Based on the manage-
ment and implementation experience, the release
of new technologies in the market, the emergence
of new evidence on existing services, and changing
amounts of resources available to finance the HBP,
the HBP process should involve continuous learn-
ing, adjusting, and starting over. Often, countries do
not have any systematic processes in place to update
their HBPs, and a periodic updating process is rare.*
Chile is an outlier in this context, as its normative
framework mandates that its HBP be updated every
two years.*® A process for monitoring implementa-
tion, such as by measuring effective coverage of ser-
vices and treatments included in the HBP, would be
an ideal approach, but currently no country has such
a process in place. The constraints to implement-
ing desirable technologies should be assessed, and
appropriate changes to the health system recom-

mended as needed.

Cross-Cutting and Contextual
Issues That Influence HBP Policies

A set of cross-cutting and contextual issues need to
be considered and managed when implementing the
HBP framework.

Good governance across the cycle is an area
that has received relatively limited attention, but
can affect the rigor, fairness, and outcomes of the
HBP; chapter 1 covers this issue in depth. Institu-
tional arrangements—placement, staffing, budget,



extent of independence—are also critical to estab-
lish, and are discussed further in the introduction
to the second section. The political economy, ethical
dimensions, and rights of HBP and priority-setting
are also fraught with challenge and complexity, and
are covered in chapters 12, 13 and 14.

It is also essential to consider the specific
context of each country and health system when
developing HBP-related policies. HBP policies
will operate differently depending on a health sys-
tem’s structure. For example, systems that separate
payment and provision will need a greater level of
specificity in “what we’re buying,” as the HBP will
be used to contract providers and regulate their
performance. But even in decentralized or decon-
centrated systems, such as the United Kingdom’s
National Health Service (NHS), there may still be
care commissioning (as there has been between
Primary Care Trusts and providers in the NHS) or
there may be transfer and accountability arrange-
ments (as in Mexico). In decentralized systems,
fiscal experts may recommend leaving the defini-
tion of the HBP (and priority-setting in general)
to subnational entities. However, given limited
subnational capacities in healthcare resource allo-
cation—reflected in low coverage of highly cost-
effective basic healthcare alongside subsidies to less
cost-effective interventions—experience suggests
that it may make sense to first cost a basic HBP
according to an aggregate assessment of resources
available. Once the costs are established, subna-
tional entities can then begin an iterative process of
scaling the HBP according to resource availability,
defined as states’ capacities to finance themselves
and the federal or central government’s capacity
to transfer funding to equalize public subnational
spending to support the provision of the services
specified in the HBP.

THE HEALTH BENEFITS PACKAGE

Conclusion

This introductory chapter has sketched the complex
set of interconnected elements that ideally should be
put in place to create a sustainable HBP. The HBP
is the cornerstone of a modern health system that is
seeking to make the transition toward UHC. This
chapter has highlighted the numerous functions
needed to develop a HBP, all of which should be
aligned in pursuit of a coherent set of health system
goals. Failure to attend to any of the functions jeopar-
dizes the creation of a sustainable HBP, and may put
at risk support for the principle of UHC.

Some sort of CEA will often form a crucial ele-
ment of the evidence base for the HBP. However,
explicit consideration of the 10 HBP design func-
tions indicates that CEA and other quantitative
evidence form only a part of the entire process. The
process also embraces crucial elements such as polit-
ical decisionmaking, stakeholder engagement, and
implementation, which all involve different skills
and mechanisms.

An important aspect of UHC that is rarely given
adequate attention is the quality of services offered
within the HBP. If certain population groups secure
access to the included services at only low quality
levels, the principle of universal coverage is breached.
Therefore, for many services, it will be important
to specify explicitly the level of quality that service
users can expect, and to monitor adherence to those
quality criteria. Where service capacity is inade-
quate, policies will be needed to bring the service up
to the required level. The costs of such implementa-
tion issues should be included in the evidence when
deciding whether to include the service in the HBP.
Chile’s AUGE guarantees—describing a set of highly
cost-effective services that will be provided at a given
and budgeted standard of quality and timelines,
that can be tracked, and for which providers can be
sanctioned for failure to provide under agreed condi-

tions—are a good example.*’
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A persistent theme in the discussion has been the
need to ensure that all necessary functions—such as
budgeting processes, clinical guidelines, or provider
inspection regimes—are aligned to create and imple-
ment a HBP. How such alignment is to be secured
will depend on the nature of the health system. A
government-organized national health service may
try to secure coherence through direct administra-
tive rules and procedures. A more decentralized type
of system may seek to set up regulators for which the
terms of reference are carefully coordinated. In some
circumstances, the coordinating mechanism might
be a strong performance measurement system that
monitors all parties’ adherence to the HBP principles
and contents.

The HBP should determine which services will be
subsidized by public sources of finance. Although the
costs of those services should be fully considered, a
publicly funded HBP should not make assumptions
about whether the services will be provided by public,
not-for-profit, or private providers. The key issue is
that the services should be provided efficiently and in
line with intentions, which requires a properly func-
tioning procurement function.

Services that are excluded from the HBP might
still be provided and used within the health system;
at minimum, a policy should be in place to manage
exceptions. Excluded services might be funded pri-
vately (by out-of-pocket payments or voluntary
health insurance) or by other parties, such as char-
ities or municipalities. By definition, such services
are likely to offer less value for money than those
included in the HBP, but some might choose to use
them nevertheless. This suggests, for example, that
a properly functioning voluntary health insurance
market, covering services not included in the HBP,
might be an essential complement to the publicly
funded HBP. However, the principle of universal-
ity embodied in UHC requires that HBP services
should be provided to a level of quality that is satis-
factory for all potential users. The publicly funded

package should not become a low-quality safety net
for those on low incomes. Other strategies to manage
exclusion include the adoption of implicit rationing
and/or fees for nonprioritized services, partnerships
that allow for cofinancing of poorer patients with
pharmaceutical or device firms, or even rationing
according to clinical quality standards. All of these
strategies are problematic and politically challenging
on different levels, but they are all preferable to ad
hoc approaches. No matter what strategy is employed
to cope with technologies that have been excluded
from HBP coverage, exclusion is an area that requires
specific attention and planning. The chapters in this
book offer strategies to help policymakers manage
exclusions, including ethical and legal challenges.
Box 1 points the reader to specific chapters that dis-
cuss these strategies.

Again, a sustainable HBP requires constant
review and revision, as new evidence emerges, new
technologies are developed, and national circum-
stances evolve. It must be an ongoing process, and an
important part of creating the HBP is to put in place
well-governed institutions and processes that ensure
that revisions are implemented in an orderly and
coherent fashion.

Finally, the need to tailor the HBP process to
local conditions and local systems must be stressed.
Although the 10 elements described above will be
important components of that process in any health
system, the exact form they take, and the institutions
involved, are likely to vary depending on local cir-
cumstances. For example, it is clearly infeasible for
low-income systems to emulate the complex system
of regulators and institutions found in high-income
countries such as the Netherlands. However, all sys-
tems will need to ensure that the functions described
above are undertaken satisfactorily, often in the
context of the country’s existing set of institutions.
Failure to do so will make it difficult to establish a
coherent HBP, and may compromise the transition
toward UHC.
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Box 1. What’s Out? Managing Exclusions

This book deals with both deciding “what's in” the HBP (and ensuring that those services are pro-
vided effectively) and determining “what'’s out.” The latter part of this framework—specifying the
services that will be excluded or deprioritized—is often the most difficult and contentious dimen-
sion of HBP design. Specific chapters of this book focus on particular aspects of this problem.

In chapter 1, Ursula Giedion and Javier Guzman suggest that adherence to good governance
principles, including transparency, stakeholder participation, and consistency, can help sensi-
tize the public to the need to set limits and lend legitimacy to subsequent exclusion decisions.
By establishing a fair process for HBP decisionmaking, governments can ensure that citizens are
better placed to understand the rationale behind exclusions and accept coverage decisions.

In chapter 3, Amanda Glassman describes how budget coding and allocation conventions
should be made consistent with HBP contents, preventing funds from covering services or indica-
tions excluded from the HBP.

In their Policymaker Commentary in Part |, Mark Blecher and Yogan Pillay discuss South Africa’s
initial steps toward development of a more explicit HBP. In the South African context, removing
existing benefits was not seen as politically viable. Nonetheless, policymakers reached tentative
agreements to assess new technologies based on cost-effectiveness and create protocols for ben-
efit eligibility at different levels of care.

In chapter 13, Carleigh Krubiner and Ruth Faden examine the ethics of HBPs, with particular
attention to exclusion decisions. Fair processes, they argue, can improve the probability that exclu-
sions are ethically and politically acceptable. In addition, provision of palliative care can ease suf-
fering when resource constraints prevent certain curative treatments from being included in the
HBP. Monitoring and evaluation during implementation can also “rapidly identify any morally rele-
vant harms” produced by prior exclusion decisions.

In chapter 14, Rebecca Dittrich and colleagues discuss how certain exclusion decisions are
vulnerable to legal challenge, often by appealing to a legal “right to health.” She suggests four
strategies to reduce legal exposure: using fair methods to underlie coverage decisions, setting
HBP policy through legally binding mechanisms with an eye toward judicial precedent, instituting
an appeals process prior to judicial review, and soliciting input from the judiciary early in the HBP
design process.

In his Policymaker Commentary in Part Ill, Antonio Infante recounts the Chilean experience
of the politics of priority-setting. Chile’s AUGE system—Universal Access with Explicit Guarantees
(Acceso Universal de Garantias Explicitas)—does not explicitly exclude services from public sub-
sidy; rather, it creates a list of “prioritized” services with guaranteed timeliness, quality, and finan-
cial protection. This approach helped to defuse ethical and political objections to priority-setting
and increase public acceptability of the AUGE.
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Revisiting and Reformulating

How Explicit Benefit Packages Have Helped Mexico
Move toward Universal Health Coverage

Eduardo Gonzalez-Pier

At a glance: Mexico's Seguro Popular shows that guidance on reformulating existing health benefits

packages is just as needed as guidance on creating new ones. This book collates countries’

experiences with health benefits packages and gives policymakers a tool to sustainably advance their

universal healthcare agendas.

For more than 20 years, defining explicit health
benefits packages (HBPs) has been a core strat-
egy to guide efforts to increase healthcare coverage in
Mexico, especially for the poor. The landmark 1994
study Economia y Salud, led by the nonprofit health-
care organization Funsalud, introduced the concept
of a national healthcare plan using what were then
novel cost-effectiveness tools to choose interventions
that would maximize health outcomes under a lim-
ited budget. By 1996 Mexico’s Ministry of Health was
implementing a World Bank-sponsored Coverage
Expansion Program based on 32 highly cost-effective
preventive and primary care—based interventions in
rural poor communities. The program had encourag-

ing results, and the following year this HBP became

the health component of the government’s flagship
conditional cash transfer program Progresa (Educa-
tion, Health, and Nutrition Program).

Since these early efforts, progress toward uni-
versal health coverage (UHC) has been significant.
Today, 56 million Mexicans not covered by social
insurance—roughly half of the Mexican popula-
tion—receive health insurance coverage through
Seguro Popular, created in 2004. In contrast to the
well-established large social security institutions
such as the Mexican Social Security Institute (Insti-
tuto Mexicano del Seguro Social; IMSS) and the
Institute for Social Security and Services for State
Workers (Instituto de Seguridad y Servicios Sociales
de los Trabajadores del Estado; ISSSTE), which over
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time had followed a supply-driven coverage expan-
sion plan, Seguro Popular followed the strategy of
delivering care based on population health needs.
Sinceitsinception, Seguro Popular coverage hasbeen
pivoted on two explicit healthcare packages: a set of
mainstream primary care and general hospitalization
services (called CAUSES) and a set of high-cost/
high-complexity healthcare interventions. CAUSES
currently includes 284 interventions delivered and
managed at the state level and financed through capi-
tated payments to state governments. The high-cost/
high-complexity package is centrally managed by the
Catastrophic Health Expenditure Fund (Fondo para
la Proteccién contra Gastos Catastréficos; FPGC),
and it now reimburses 61 interventions directly to
providers. Although results for the most part have
been positively evaluated, Seguro Popular has not
been without governance problems, design flaws,
and budgetary and operational issues that warrant
turther policy revisions.

The Center for Global Development has made a
formidable effort to document and analyze the grow-
ing pool of knowledge on HBPs across many coun-
tries and time periods in this current volume. For the
first time, policymakers have access to a structured
analytical framework to help understand what is
and is not sound, evidence-based policymaking and
translate these findings to each country’s specific
health system needs. Had this guide been available
during Seguro Popular’s design phase in 2003, the
program undoubtedly would have been better struc-
tured and more in line with patients’ evolving needs
and expectations.

UHC has been and will remain a moving target.
The need for insight into how best to revisit and refor-
mulate an existing plan is just as relevant as the need
for guidance on how to introduce a new HBP into an
existing health system. It is often the case that as soon
as new funds are made more available and accessi-
ble for healthcare uses, population growth, evolving

health needs, technological change, and limited fiscal

space (especially in low- and middle-income coun-
tries) all keep changing the breadth, depth, and height
ofthe UHC question, turningaccess into a continuous
policy challenge. Policymakers need to understand
what continuous “HBP maintenance” really means
in this ever-changing context—which elements of
the package need to be revisited and updated period-
ically, and which deliberative and technical processes
should be put in place to accommodate such dynam-
ics within the health system. This publication clari-
fies this distinction and presents policymakers with
valuable case studies. The notion of explicit HBPs—
alongside new insights on how to process difficult
decisions, where to set limits, and how to increase
health outcomes with a well-chosen and financially
sustainable package of care—has made the quest for
UHC a more feasible and less frustrating agenda.

In 1983, when the right to the protection of health
was enshrined in the Mexican Constitution, the
expectation was to achieve comprehensive and equi-
table access to healthcare sooner than later. How-
ever, in a fragmented healthcare system where unfair
financing and access rules are the norm, the consti-
tutional right remains an unfulfilled promise. More
than ever, equity is at the center of the policy agenda.
As long as half of the healthcare system remains
funded without any alignment to an explicit set of
benefits, health system performance will continue to
be low. Explicit HBPs are, and will continue to be, the
most powerful policy tool available to align health
needs with health financing limitations to deliver
sustainable access to care. This book will be a useful
reference for countries that are exploring the use of
packages to gradually reduce fragmentation among
existing insurance schemes, even when it is not fea-
sible or desirable to move to a single-payer system.
To date, no other public health insurer in Mexico
has a clearly defined benefits plan. As Mexico moves
toward a more comprehensive unified health system,
the introduction of a single HBP could be a corner-

stone of a more unified healthcare system.



Along the way, HBPs need to guide decisions on
how to invest and organize the supply response of
UHC. Investments in new facilities and the devel-
opment of human resources should be informed by
HBP dynamics. As Antonio Infante discusses in his
Policymaker Commentary on the AUGE experi-
ence in Chile later in this volume, having an explicit
HBP in place should be considered a necessary
(rather than merely sufficient) condition to ensure
UHC. The supply response and quality standards
required to ensure equitable access to the interven-
tions covered also should be considered as part of the
package’s cost, its operational management, and its
accountability and responsiveness to beneficiaries.

Beyond the technical challenges of defining a
HBP, policymakers constantly face the risk of failure
when they do not have guidance on how to convey
to the different stakeholders the key notions needed

REVISITING AND REFORMULATING

to increase willingness to accept and participate in
HBP reforms. In practice, an accurate assessment of
the necessary mechanisms to ensure that reform pro-
cesses and decisionmaking are institutionalized and
legitimate is just as relevant as the technical design of
the package itself. Until now, there was no one-stop
reference to fully understand the political economy
around HBPs, including the decisionmaking pro-
cesses and bodies required to implement a package
within a particular health system. In Mexico, as
elsewhere, achieving UHC increasingly is becoming
more feasible thanks to the availability of effective
tools such as HBPs. However, because this publica-
tion also presents the rich experience of countries
and explicitly considers key implementation issues,
policymakers have a unique opportunity to move
forward with their country’s UHC agenda in a more

sustainable, long-lasting effort.
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PART I

GOVERNANCE AND PROCESS
The Foundation of a Health

Benefits Package Policy

Introduction

Ursula Giedion

Creating a health benefits package (HBP)
involves much more than a technical, evidence-
based exercise that identifies the services that will
be financed with available public resources while
moving toward universal health coverage (UHC). It
includes not only the work of designing a technically
sound benefits package, but also updating, monitor-
ing, evaluating, and implementing it. This HBP “pro-
duction line” involves different tasks and processes
carried out on a regular basis by different institutions
that need to be established and coordinated and
whose tasks need to be clearly defined and delimited.
Also, the sustainability of a HBP depends on it being
acknowledged by all stakeholders, and most import-
ant, by the beneficiaries it is meant to cover and by
the physicians whose prescriptions it is intended to

guide and circumscribe.

Likewise, the HBP design process itself needs to
be consistent with the time, monetary, and human
resources available. Further, a HBP policy should not
be carried out in isolation. Ifit is to be more than a de
jure wish list of services, it must inform health system
functions such as the mobilization of resources, pay-
ment, provision, performance measurement, and
accountability. If these links are not put in place, the
HBP will be little more than a tokenistic process that
will have little impact on de facto services that citi-
Zens can use.

In a nutshell, a HBP policy involves more than
the use of methods and data. Policymakers must also
define and put into practice the HBP’s overarching
governing principles; set up the necessary processes
to monitor and evaluate the HBP policy design;

and determine its financing sources and allocation,
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processes, and results. These three key aspects, the
foundation and architecture of the HBP policy, are
the theme of this chapter. The words foundation and
architecture are meant to convey that this chapter will
address aspects of a HBP policy that grant a certain
stability to its design, which in turn makes the policy
more predictable and more likely to be consistent,
reliable, and thereby trustworthy and, ultimately,
sustainable.

The lack of such a foundation and clear architec-
ture can decide the fate of a HBP policy, as many
examples included in the chapters of the first part of
this book illustrate. In Colombia, in the absence of
clear and socially accepted rules and a strong polit-
ical commitment, the limits set by its explicit HBP
policy gradually vanished as patients and doctors
increasingly resorted to administrative and judicial
mechanisms that allowed them to request services
beyond the limits of the package. In the end, 24
years after the HBP was first adopted, the original
package was declared officially dead and the coun-
try started to operate with implicit benefits.! In the
Dominican Republic, a benefits package adjustment
proposal was abandoned when stakeholders asked
for a more evidence-based, transparent, and par-
ticipatory process. In Peru, the limited coherence
between the package’s cost and its financing has led
many to ask whether effective HBP coverage can
be granted under the current circumstances.”> All
of these examples indicate that not thinking about
the institutional architecture can lead to the failure
of a HBP policy and it is therefore worthwhile that
policymakers spend time and resources carefully
designing and implementing it.

The institutional architecture for a HBP policy is
much more complex and wider in scope than what is
usually discussed in the context of the institutional
design related to health technology assessment—
based coverage decisionmaking—an issue that has
been dealt with elsewhere.® The architecture does

not begin with deciding what to evaluate, nor does it

stop with the evidence-based coverage decision itself.
It involves many more processes and policy pieces as
the HBP cycle presented in the introductory chapter
shows and as Glassman and colleagues outlined in a
2016 paper.*

The chapters in this first part of the book offer
three perspectives on how to think about the institu-
tional architecture of a HBP policy, and identify key
questions that policymakers should try to answer
when implementing their policies. Unfortunately,
and, maybe disappointingly, policymakers who are
trying to answer these questions will not find many
clear-cut answers; instead, they have a spectrum of
highly context-specific options to choose from. At
the same time, however, the chapters offer a series of
best practice principles and lessons for reflection.

In chapter 1, which focuses on good governance,
Ursula Giedion and Javier Guzmén make the case
for using transparency, consistency, coherence, sta-
bility, and participation as guiding principles for all
the processes that need to be put in place along the
HBP policy cycle. Implementing these good gover-
nance principles probably matters more for benefits
package policies than for most other public policy
areas, given that explicitly delimiting the scope of
benefits that qualify for public financing (not just
an individual technology but the portfolio of ser-
vices) and to which citizens have access is a sensitive
political issue. No matter how technical and rational
the approach, it will leave many without the opti-
mal mix of benefits they would prefer as patients
and individuals, or want to provide or promote as
interested actors of the health system. As with any
explicit priority-setting initiative, government pro-
grams that restrict the use of health technologies and
make the available benefits explicit are “fraught with
risk, and rarely increase the political capital of their
architects.” In such a difficult policy context where
there can be no consensus on the content of a HBP,
an agreed-upon process based on good governance

principles becomes paramount. As the literature has



highlighted, people often will not agree on results but
can agree on a process.’

Chapter 1 uses examples from around the world
to illustrate how the processes of defining, adjust-
ing, and implementing a HBP are often fraught with
governance problems. Goals are not explicitly estab-
lished, stakeholders are too often involved only pro
forma, participation may give effective voice only
to the most powerful, and documentation on how
decisions are made in practice tends to be scarce.
Furthermore, those who make the recommenda-
tions for and decide on the content of the HBP are
subject to conflicts of interest; processes to adjust
the package are often ad hoc, infrequent, and erratic;
and decisionmakers are rarely made accountable for
their decisions. Not much is known about the effec-
tive coverage of prioritized services, and the time and
money resources available to design, finance, and
adjust HBPs are insufficient and tend not to be coher-
ent with the size of the task. Deficient governance
may create symptoms such as legal demands, inde-
fensible decisions, erratic policy changes, inclusion of
nonprioritized services or services without any clear
benefit, financial unsustainability, and sometimes
even the abandonment of the HBP policy itself.

Despite this rather bleak picture of governance of
HBP policies, many countries have made important
progress in introducing good governance principles
for one or several steps in the HBP cycle, and provide
sources for inspiration for other countries wishing to
adopt a HBP policy. Chile is an example of how sta-
bility and consistency can be introduced by anchor-
ing some of the key technical steps into a normative
framework; the country’s HBP states that the ben-
efits policy must be adjusted every three years, that
these adjustments must be accompanied by costing
studies, that surveys must be carried out periodically
to identify social preferences, and that HBP expan-
sions and their expected budgetary impact must be
in line with the finance ministry’s information on

the public resources available.” Colombia’s Ministry

INTRODUCTION

of Health and Social Protection provides an online
tool that helps citizens to identify which technologies
are covered, and for several years it has been provid-
ing transparent information on its HBP adjustment
policies, supporting its decisions with publicly avail-
able details on its topic selections, health technology
assessments, and coverage decision processes.® Like-
wise, Thailand has introduced a systematic partic-
ipatory mechanism for its topic selection for health
technology assessments consisting of several explicit
steps and processes.

Even though they make the case for good gover-
nance, Giedion and Guzmadn also highlight its cost
and risks. Good governance has many positive con-
notations but its principles “frequently interfere with
some other good things: speed, efficiency, effective-
ness, flexibility, creativity, empowerment and inno-
vation.” Introducing good governance principles
becomes therefore a balancing act and, maybe most
important, it should not be seen as an end in itself
but rather as a means toward a sustainable HBP pro-
cess and policy. Also, good governance is costly and
requires a substantial amount of resources when it
is carried out seriously. Finally, trying to implement
good governance principles can also backfire in some
circumstances. For example, the participation of
key stakeholders may become, in practice, an effec-
tive vehicle to promote the interests of a few well-
organized groups instead of helping to incorporate
the views of all relevant stakeholders. Also, stakehold-
ers opposing the exclusion of a certain technology
from the HBP will often request the implementation
of good governance principles to question the legiti-
macy of decisions in order to push their own agendas.

In chapter 2, Ricardo Bitrdn offers several import-
ant inputs on monitoring and evaluation for poli-
cymakers participating in HBP policy design and
implementation. First, HBP monitoring and evalu-
ation involves evaluating whether the impact of the
HBP policy is in line with its intended goals. As the
chapter illustrates, it includes an ongoing endeavor
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whereby processes and results are being permanently
monitored. Are the goals of the HBP policy being
met? Do beneficiaries actually receive effective cover-
age of services included in the HBP? Is quality up to
expected standards? Are beneficiaries aware of their
rights? Are incentives in place to promote the deliv-
ery of the prioritized benefits? What are the frequency
and cost of the services that are being delivered? How
are they changing? Are benefits clearly and unequivo-
cally defined? Policymakers should also ask questions
about the HBP design and adjustment process itself.
Have the objectives been clearly established? Are
periodic adjustments being carried out? Are adjust-
ments in line with the previously established goals of
the HBP? Are criteria to include new services consis-
tent with the goals? Are the institutions in charge of
adjusting the HBP carrying out their functions in line
with good governance principles and according to the
established processes? Are there conflicts of interest
that should be addressed? Is the HBP consistent with
changing needs, demands, costs, and resources? Are
available resources (money, human resources, infra-
structure) coherent with the benefits that are being
promised? And does the institutional design explicitly
acknowledge the importance of monitoring and eval-
uating HBP policy? The chapter provides many exam-
ples illustrating why these monitoring and evaluation
efforts are an important determinant of the success of
a HBP policy. It also makes it clear that few countries
have such ongoing monitoring and evaluation efforts
in place. Finally, the chapter shows that there is little
evidence about the impact of HBP policies. Beyond
the many methodological challenges involved in eval-
uating a HBP policy, the lack of evidence is surprising
given that HBPs are often at the core of UHC policies
around the world.

In chapter 3, Amanda Glassman presents many
challenges related to the financing architecture sup-
porting HBPs around the world. The cost of prom-
ised benefits packages and their adjustments are

often well beyond the budgets available to deliver

them. Governments often graft the financing of
HBPs on input-based budget structures, diluting the
incentives to provide what is included in the package
even before these incentives leave the finance minis-
try and reach the providers. The determination of the
resources allocated to finance HBPs is frequently in
the hands of finance ministries and subject to discre-
tionary adjustments. Resources are allocated to pro-
viders with weak links to the benefits included in the
packages. Often, different financing streams are used
for different packages and programs without any
clear overarching coordination or common priority-
setting approach, and external financing may follow
externally set global priorities. Perhaps the most
prominent example in this context is the delivery of
some disease-specific packages of services that are
organized and financed parallel to local HBPs.

The results can be distressing: The financial equi-
librium of those in charge of delivering the HBP
becomes unpredictable and may be put at risk. Even
worse, the mismatch between the cost and financ-
ing of the HBP can dilute what is being provided,
and implicit rationing once again becomes common
practice. The population becomes frustrated and the
legitimacy of the HBP policy falls apart. The exam-
ple of Peru illustrates these problems: the allocation
made to providers is way below the cost of the HBP,
and beneficiaries of Peru’s universal health insurance
system are increasingly turning to the private sector
to access the health services that theoretically should
be guaranteed by the explicit benefits package.'

The financing chapter puts forward concrete
policy recommendations. Policymakers should ded-
icate regular time and effort to rigorously cost the
HBP; anchor these efforts in a normative framework
if possible; and use the cost information to mobilize
resources, establish reserve or stabilization mech-
anisms to expand coverage or cover shortfalls, and
establish financial arrangements that incentivize
the provision of HBP services. The chapter gives

numerous country examples to illustrate how these



strategies can be implemented. Perhaps the most
important general recommendation that emerges
from this chapter is the need for financial coher-
ence: Budget allocations for the HBP must be coher-
ent with cost (not a result of disconnected national
finance ministry negotiations) and with the available
fiscal space (not determined by a political promise of
comprehensiveness). Provider payment mechanisms
should be linked with the benefits (and not based
on a budgeting structure and logic that delinks the
content of the HBP and the amount that providers
get from financing agents), and external financing
should be aligned with HBP priorities.

The common denominator emerging from the
three chapters in this section is the critical impor-
tance and extreme complexity of designing an insti-
tutional architecture. When setting up a HBP policy,
many questions need to be addressed beyond finding
a technically robust way of choosing a set of bene-
fits maximizing population welfare. The complexity
of doing so is a lesson with practical implications
and is a call for realism and pragmatism. Not every-
thing can be put in place perfectly or in a short time.
Thinking strategically about what is most important
to the process and when it should be set in motion
becomes important. Prioritizing processes and gov-
ernance principles is paramount to a successful
HBP policy. Also, as the discussions and examples
included in this section indicate, challenges in setting
up the institutional architecture of a HBP policy are
country-, health system-, and time-specific. When
designing a priority-setting architecture that artic-
ulates the needs of different health and geographic
subsectors, for instance, highly decentralized and
segmented health systems will have a greater strug-
gle compared with that of centralized health systems.
Similarly, governments in countries with a growing
and increasingly demanding middle-income class,
such as many in Latin America, will find it tougher
than poorer countries to gain support for a (almost

by definition unpopular) policy that explicitly limits
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the services covered in a HBP. Ironically, the more
access there is, the harder it may well be to set limits.
Challenges are also time dependent. What might be
right today may be unsustainable in the future; what
might be unthinkable today may be possible in time.
For example, a top-down approach to defininga HBP
may be right at some point but may become unsus-
tainable as the population becomes more aware of its
rights. Likewise, at the beginning, only limited local
information may be available to help design and cost
a HBP, but as its implementation progresses stake-
holders will ask for better information and techni-
cally robust designs will improve as new information
becomes available—a sort of a virtuous cycle. This
potential outcome is yet another indication that HBP
policies should not be designed as one-off exercises,
but rather as a dynamic, ever-evolving endeavor.
This section of the book does not address in detail
important institutional design questions of HBP pro-
cesses, which should be explored in future research.
Aspects to consider include how these tasks are dis-
tributed among different institutions and actors;
how each institution is set up in terms of its remit, its
autonomy (technical, legal, and financial), its size, its
financing sources, and its level of decentralization;
and how actors interact with each other. An unpub-
lished preliminary analysis by Manuel Espinoza and
Anthony Culyer seems to indicate myriad options
for each of these institutional design questions." For
example, in terms of decentralization, some countries
have opted to concentrate most functions within a
single institution (mostly health ministries), whereas
others have preferred to create specialized entities in
charge of different tasks, and still others outsource
the technical work. There is no one-size-fits-all for-
mula, and each country must tailor its institutional
arrangement to local needs and context, but some
lessons do emerge. First, the institutional arrange-
ment should be anchored in an explicit normative
framework. Doing so helps to avoid lack of clarity

over task management, avoids duplications, and
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grants a certain consistency and stability (both of
which are important principles of good governance).
This is especially important given that HBP adjust-
ment is a politically sensitive effort and is vulnerable
to calls for changing the institutional framework
in order to respond to short-term political interests
and pressures. It is no surprise that the stability of
institutional design for explicit priority-setting is the
exception rather than the norm."” Second, institu-
tions need financial and qualified human resources
to maintain an institutional structure for their HBP
policy. Governments often underestimate the quan-
tity of work required to adjust, monitor, evaluate,
and implement HBPs. Frequently, they allocate these
tasks to existing institutions, but in these cases the
adequate functioning of HBP policy cycle tasks may
increase workload and compete with prior tasks.
Moreover, old structures may not be aligned with
what is needed in terms of skills and capacities for
a new HBP. Finally, because HBP adjustment is a
highly complex issue that involves many processes,
actors, and institutions, policymakers should explic-
itly articulate these dimensions and the incentives
to move together to achieve the HBP policy goals."®
This is a key element of success, one that requires not
only rules but also leadership and commitment from

the highest level of government.
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At a glance: To be sustainable, a health benefits package policy should be built on tested principles

for good governance: transparency, consistency, coherence, stability, and stakeholder participation.

Designing and adjusting a health benefits pack-
age (HBP) not only requires the use of robust
methods and high-quality data (as outlined by Kath-
arina Hauck, Ranjeeta Thomas, and Peter C. Smith
in chapter 9) but also sound processes and adequate
institutional and legal frameworks to be sustainable.
The term “governance” describes the process and
structure by which the benefits package is designed
and adjusted. In essence, “governance” sets out “the
rules of the game”—it refers to how organizations,
institutions, businesses, and governments manage
their affairs. Well-designed and -implemented rules
lead to good governance. As the HBP design and
adjustment process is both a political (see Jesse Bump
and Angela Chang’s assessment of the political econ-

omy of HBP design in chapter 12) and a technical

undertaking, good governance principles such as
transparency, stakeholder participation, coherent
decisionmaking structures, and consistency and
stability are essential concepts that should be under-
stood and put into practice.

Good governance underlying the HBP policy
generates many benefits. It has an intrinsic value—a
value in itself, for its own sake—in that it allows for
citizens and stakeholders to understand how deci-
sions are made, how they may participate in the
HBP policy, and how they may hold policymakers
accountable, thereby enriching the lives of citizens
and strengthening democracy. It also has a construc-
tive value—one that establishes a process that pro-
vides information about values and limits—because

applying good governance principles to HBP design



allows citizens and stakeholders to learn from each
other by participating in discussions and exchanging
information, views, and analyses. Finally, good gov-
ernance has an instrumental value—one that enables
it to achieve something beyond itself—because it
makes the HBP more legitimate, acceptable, and
defensible, and therefore better from a political and
managerial point of view.

The instrumental value of good governance is of
key relevance in the context of the HBP design and
adjustment and, more generally, explicit priority-
setting, for a number of reasons. First, deciding what
healthcare will be financed and provided under which
circumstances is a very sensitive issue, because it
affects people’s health, a domain central to human
happiness and well-being. In general, people care
more about health and access to healthcare than most
other aspects of public policy, in part because good
health is a prerequisite for most other aspects of well-
being. Second, benefits packages involve (by defini-
tion) limitations, which will always negatively affect
a subset of people, actors, and/or institutions—and
those limitations inevitably will be larger in low- and
middle-income countries (LMICs) given the much
smaller resource envelopes available. Those who need
or provide services not covered by the HBP will want
to understand, at the very least, how decisions were
made and whether they were based on understandable
and reasonable criteria.' Third, there is no single right
answer for the optimal composition of the plan, as
different people may place different weights on poten-
tially conflicting inclusion criteria—for example, the
balance of health maximization, equity, and the rule
of rescue. Deciding “what’s in and what’s out” thus
requires HBP designers to rank the relevant values
and preferences despite differing values. (Chapter 9
discusses possible coexisting criteria in the context
of multicriteria decisionmaking.) Finally, the infor-
mation and methods available to make inclusion or
exclusion decisions involve substantial uncertainty.

Combining different criteria to establish priorities is

DEFINING THE RULES OF THE GAME

a process fraught with methodological limitations,
and local information sources are often limited and/
or unreliable (also discussed in chapter 9). Stake-
holders often do not know, for example, how existing
resources are used and how their allocation would
change if a HBP were to be adopted or adjusted.
LMICs more often than not lack solid information on
the effectiveness and costs of treatment in their own
context, or ways in which to combine different types
of evidence on different priority-setting criteria such
as cost effectiveness, equity, and financial protection
when selecting services. Yet despite these political
and methodological challenges in HBP design and
adjustment, stakeholders can often agree to a process
that is considered to be fair even if as they acknowl-
edge the difficulty of setting limits and the evidence
uncertainties and constraints. Working toward good
governance and a fair, transparent, participatory, con-
sistent, and technically sound process is a key strategy
to reach alegitimate, accepted, and defensible HBP.
This chapter first deals with the definition of
governance and good governance in the context of
HBP design and adjustment. It then looks at three
key good governance attributes that policymakers
should take into account when setting up processes
to design and adjust benefits packages: transparency,
consistency and stability, and stakeholder participa-
tion. It provides a description of what these principles
mean in the context of HBP policy, explains why the
criteria are important when designing and adjusting
HBPs, and uses examples of how different countries

have implemented them.

Governance and Good Governance
Applied to Benefits Policy

Governance refers to the structure of policymak-
ing in a system.” It therefore responds to the ques-
tion of how decisions are made and implemented

and includes aspects of patterns and routinization.
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As Scott Greer and colleagues put it, governance is
the systematic, patterned way in which decisions
are made and implemented.’ Governance relates to
the different ways that organizations, institutions,
businesses, and governments manage their affairs. It
refers to the act of governing, and thus involves the
application of laws and regulations, but also of cus-
toms, ethical standards, and norms.* Governance
comprises the mechanisms, processes, and institu-
tions through which citizens and groups articulate
their interests, exercise their legal rights, meet their
obligations, and mediate their differences.’ Sev-
eral key aspects of governance emerge from these
descriptions when applied to health benefits policy,
specifically with regard to how the policy is normally
designed and implemented and how governments
usually define and adjust their HBPs: what processes
are carried out, how these processes are carried out
and by whom, and how different actors and institu-
tions affected by or participating in the HBP policy
interact to make decisions.

Good governance means doing the business
of governance well. If certain good governance
attributes are met, it is expected that policies will
be fairer, more effective, and more legitimate and
accepted. In contrast, bad governance leads to high
levels of corruption, misaligned incentives, regula-
tory capture, incompetence, lack of trust, difficulties
with long-term planning, or failed implementation.
Yet despite growing consensus on the importance
of good governance for explicit priority-setting and
HBP design and adjustment, the world is fraught
with examples of less-than-optimal governance in
this regard.® Often, processes are not explicitly stated
and stakeholders are involved only pro forma; docu-
mentation on how decisions were reached tends to be
scarce; HBP adjustment processes are often ad hoc,
infrequent, and erratically changing; decisionmak-
ers are rarely made accountable for their decisions;

and the available time and monetary resources tend

to be insufficient for the size and scope of the task.
In the HBP context, visible symbols of bad gover-
nance include public distrust of the package and its
underlying restrictions, legal challenges, indefen-
sible decisions, erratic policy changes, inclusion of
services with no clear benefit, and financial unsus-
tainability. (Box 1 presents country examples illus-
trating these symptoms of bad governance.) There
is room to improve the legitimacy and sustainability
of benefits policies by enhancing their governance
arrangements. Unsustainable policies may result as a
consequence of bad governance even when rigorous
methods are used, as illustrated by the example from
Colombia below.

Different authors consider different elements as
essential to governance, both in general and for the
health sector.” This chapter uses an adapted version
of the framework produced by William Savedoff and
Pablo Gottret to analyze the governance of manda-
tory health insurance systems.® It looks specifically
at the principles of transparency; consistent, stable,
and coherent decisionmaking structures; and stake-
holder participation as the key elements of good gov-

ernance that can improve HBP design results.

Transparency

Although there are many different definitions, trans-
parency generally refers to the extent to which an
entity reveals information about its own decision
processes, procedures, functioning, and perfor-
mance.” According to a more metaphorical under-
standing, transparency refers to the ability to look
clearly through “the windows of an institution” or
“lift the veil of secrecy.””® Transparency is an attribute
of governance intended to enhance participation and
accountability in government. When organizations
and institutions act visibly, predictably, and under-

standably—all attributes of transparency—citizens
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gox 1. The Consequences of Bad Governance in Benefits Policy

Failed implementation. In some cases, disrespect for some or all good governance principles can lead policymak-
ers to drop a HBP proposal or abandon a HBP policy altogether.

Colombia. When Colombia introduced its universal health insurance scheme in 1993, the government com-
missioned a team of world-class experts to design a HBP based on cost-effectiveness criteria. After one year of
intense technical work, the proposal was submitted to the government and other stakeholders. The proposal was
technically sound but was not perceived as the product of a transparent, participatory, and valid process. It also
met with fierce political opposition from the largest public health insurance entity at that time, the Social Security
Institute, which already offered a much larger benefits package than the one suggested by the experts.? As a
result, the 1993 technical proposal was dropped, and the government decided instead to use the Social Security
Institute’s own tariff manual as the HBP for its newly created universal health insurance system.? The new HBP was
called the POS (Plan Obligatorio de Salud; Mandatory Health Plan).

This comprehensive but explicitly limited benefits package was in place until 2017. In January 2015 Colombia’s
Constitutional Court adopted a Statutory Law requiring the government to finance all services prescribed by
physicians except for experimental treatments, treatments provided abroad, cosmetic treatments, and treatments
without any proven effectiveness. As a result, the government now has almost no margin to limit the HBP based
on cost-effectiveness or other economic considerations. The adoption of this law emerged, in part, from two
decades of a largely ad hoc benefits policy, where explicit rules and a corresponding institutional framework for
priority-setting were weak, or only rolled out slowly and with great hesitation. Physicians in particular resisted the
idea of a bureaucratically updated HBP that limited their medical autonomy.©

Dominican Republic. The Dominican Republic’'s universal health insurance system covers roughly 65 percent of
the country’s population (as of 2016) with a standard benefits package. In 2012, the entity in charge of updating
the package presented an adjustment proposal to the public but met with strong opposition from several differ-
ent stakeholders. Specifically, opponents cited the lack of information about the criteria and process underlying
the proposal as one key reason for their opposition.? As a result, the Dominican Republic had to start from scratch.
Based on this experience, the country undertook a new and far more transparent and participatory process to
thoroughly update its HBP in 2015-16.

Limited credibility, lack of trust, unsustainable decisions, legal problems. In some cases, insufficient attention
to good governance principles during HBP design or adjustment can undermine public trust in the package and
lead to legal challenges of its content.

Peru. Peru designed a HBP called PEAS (Plan Esencial de Aseguramiento de Salud; Essential Health Insurance
Plan) when it adopted its universal health insurance system, AUS (Aseguramiento Universal en Salud) in 2009.
During the design process, however, the technical team had only limited interaction with the other public sector
actors who had worked on earlier iterations of the benefits package. Importantly, the designers did not consider
the content of the previous main benefits package, the LPIS (Listado Priorizado de Intervenciones en Salud; Prior-
itized List of Health Interventions). LPIS was more comprehensive in scope than PEAS, leading to a public percep-
tion that benefits had been reduced. As a result, PEAS was later expanded to include all LPIS-eligible services.®

Inclusion of services that are without a shown benefit and/or not in line with stated HBP policy goals. When there
are no clear criteria for adjusting a HBP, services included may not contribute to HBP goals, particularly health
improvement through the provision of cost-effective services.

(continued)
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gox 1. The Consequences of Bad Governance in Benefits Policy (continued)

Colombia. Before 2012, the comprehensive HBP described above (POS) was available only to the formal sector
population affiliated with the contributory system. The informal sector and the poor were covered by a subsidized
system that started out by covering only parts of the services (about 50 percent) covered in the contributory
regime. The law mandated a gradual convergence of the two packages (which happened in 2012). Colombia
had no clear vision to guide the convergence of its subsidized HBP for the poor with the more expansive HBP for
members of the contributory scheme. For example, photon external-beam radiation therapy and laparoscopic
cholecystectomy were added to the more limited package before it included coverage for basic cancer services
such as a consultation with a specialist or a mammogram.f

Ghana. Ghana has committed politically, legislatively, and fiscally to providing universal health insurance coverage
for its population in an effort to reduce financial barriers to the utilization of healthcare. In 2005, Ghana launched
a publicly financed comprehensive health benefits package with preventive care and treatment for communicable
and noncommunicable diseases, but some highly cost-effective services were not covered. In general, the benefit
package is biased in favor of curative rather than preventive care. For example, in principle, the Ministry of Health
provides for family planning, but this commodity is not part of the NHIS (National Health Insurance Scheme) basic
HBP and remains chronically underfunded.s

Mexico. The Seguro Popular (SP) consists of two HBPs. The first, currently known as CAUSES (Catalogo Universal
de Servicios de Salud; Catalogue of Universal Health Services), covers services with relatively low costs and high
incidence. The second is the FPGC (Fondo de Proteccidon contra Gastos Catastréficos; Fund for Protection from
Catastrophic Expenses), which covers a small list of diseases with lower incidence but high costs. As of the end of
2015, the FPGC covered 56 high-cost interventions. A case study of the FPGC found that inclusion decisions often
were made on the basis of political criteria and pressures, and not through a fair, participatory, and transparent
process intended to cover the conditions most important to the population.

Financially unsustainable benefits packages. Often, poor governance leads to HBP policies that do not account
for the plan’s costs/fiscal implications, leading to a mismatch between the generosity of coverage on paper and
the resources allocated to operationalize the package in practice.

Ghana. Ghana has had problems financing its benefits package due to rapidly increasing utilization rates. Outpa-
tient visits increased from 0.4 per capita in 2005 to about 1 in 2009; inpatient utilization during the same period
increased from 22 to 58 per thousand without making any substantial adjustments in its financing.’ As a result,
the HBP policy may not be sustainable under NHIS's current financing and provider payment arrangements. This
indicates a clear lack of coherence between the size of the package and the actual financing available.

Peru. According to estimates from Prieto and colleagues, the per capita resources allocated to finance the bene-
fits package (PEAS) amounted to just 25.5 percent of its variable cost.

a. Giedion, Panopoulou, and Gémez-Fraga (2009).

b. Until that point, the Social Security Institute had used its tariff manual to buy services from the existing healthcare provider
network, and it described a comprehensive list of all the services that could be bought and their agreed-upon tariffs.

c. Giedion and Candn (2014).

d. Ibid.

e. Prieto, Cid, and Montafez (2014).

f. Giedion and Candn (2014).

g. Saleh (2013).

h. Lakin and Daniels (2007).

i. Saleh (2013).

j. Prieto, Cid, and Montafnez (2014).



and stakeholders can track public spending and its
uses and use this information to inform voting or
other kinds of democratic participation.'!

Based on this definition, under a transparent
HBP policy, citizens and stakeholders have access
to the information they need to form their views on
the policy cycle and its results (see the introduction
for more on the process cycle). All interested par-
ties should be able to look at and understand what
is covered, how the policy was designed, how and
why decisions were made, and whether the policy
goals were reached. It is the opposite of a “black
box” policy where people do not fully grasp their
entitlements under the benefits package, much less
the process that led to its definition and adjust-
ment. Transparency should not only involve passive
information-sharing but also active communica-
tion during the design and implementation process,
including the implications for all relevant stakehold-
ers. It means that the information is actually spread
to and taken in by the people who will be affected.”
In the specific HBP context, it means that people not
only have access to information on the process and
the package content but also actually understand its
implications for them personally and for the country
and health system as a whole.

In many countries where HBP policies have
been formulated, transparency has been limited.
In Latin America and the Caribbean, for example,
seven country case studies suggest that there is great
scope to improve the transparency and publicity of
their HBP policies. Beneficiaries tend to have limited
knowledge of the benefits package, and governments
rarely disseminate information on how and why cov-

erage decisions are made."

Why is transparency important
in the context of a HBP policy?

Transparency is desirable as a value in itself (intrin-

sic value) but it is also an input for good HBP policy

DEFINING THE RULES OF THE GAME

(instrumental value). It has intrinsic value because
transparency is seen as a cornerstone of democratic
governance, which requires general openness of
governmental organizations." From this perspec-
tive, citizens have an intrinsic right to know about
the operations of the government and to participate
in them. A paper from Tanzania helps illustrate this
idea; the author evaluates stakeholder views on dif-
ferent aspects of good governance related to explicit
priority-setting.'* It finds that all stakeholders believe
that transparency can enhance the democratic pro-
cess by helping members of the community learn
how to allocate healthcare resources thoughtfully
and fairly. From an instrumental standpoint, trans-
parency allows scrutiny and encourages actors to
make better decisions.

It is difficult to hold those in charge of the HBP
policy accountable for their decisions unless there is
information and thereby room for scrutiny. In the
terminology of the principal-agent theory, trans-
parency is a means by which the “principal” ensures
that its “agent” does not engage in “agency-shirking”
(effectively, pursuing policies that promote its own
interests rather than the interests of the principal).’®
Translated into HBP policy, this means that those
affected (the principal) should have access to infor-
mation on the HBP process and decisions carried out
by those in charge (the agent, usually one or several
government bodies involved in defining the HBP).
This allows citizens to check whether the govern-
ment is acting on behalf of the beneficiaries’ interests
or on behalf of their own, or pursuant to the inter-
ests of any other particular stakeholder or interest
group. In other words, transparency in HBP policy
reduces the margin for capture, bias, and corruption
by allowing stakeholders to gather information that
may be critical to uncover abuses or inappropriate
practice and defend their interests. It enables citizens
to exert a disciplinary role with regard to the state
in charge of implementing the HBP policy. Indeed,
the notion of transparency lies at the very heart of
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the HBP rationale: defining an explicit set of priority
health services helps to increase the accountability of
the health system by explicitly stating what the gov-
ernment is committing to guarantee. Whether the
commitment to an explicitly defined benefits pack-
age is just another void promise or, to the contrary,
a tool that helps to establish the population’s right
to health, depends on many factors, including gov-
ernment capacity to check whether those in charge

of insuring and providing the health benefits are

complying with their responsibilities. It also involves
an effort to monitor what is happening with the ser-
vices included in the benefits policy and to evaluate
whether it is leading to the expected results. Some
examples illustrating the link between transparency
and accountability in HBP design and adjustment
are included in box 2.

Transparency also raises awareness of the HBP
policy itself and the basic rationale for placing

explicit limits on the coverage of health services, a

gox 2. Transparency to Increase Accountability in HBP Policy Design and Adjustment

Dominican Republic. The Dominican Republic originally adopted a HBP called PDSS (Plan de Servicios de Salud;
Health Services Plan) in the context of its universal health insurance scheme. In 2013 the entity responsible for
updating the HBP, SISARIL (Superintendencia de Salud y Riesgos Laborales; Superintendent of Health and Labor
Risks), proposed a revision; its proposal was widely disseminated and discussed in national media, before its
eventual rejection by stakeholders. One rationale for its rejection was the lack of credible information used in the
updating exercise—an issue discussed extensively in the media coverage. For example, one newspaper article
argued that the SISARIL proposal did not reveal data on the cost-effectiveness or expected health impact of the
adjusted HBP; this was contrary to the health insurance law, which mandated that the HBP prioritize cost-effective
services and those most relevant to improve the health status of the Dominicans.?

Iran. A 2008 World Bank Health Sector Review found that many different publicly financed health benefits pack-
ages coexist in Iran; their contents are often unclear, potentially contributing to the persistence and frequency of
informal payments. The review recommended that standardization of the packages would improve equity and
help make the scope of benefits more transparent for consumers and providers, which could help reduce informal
payments.®

Colombia. The Colombian Ombudsman Office (Defensoria del Pueblo) is a national government agency charged
with overseeing the protection of the country’s civil and human rights. It produces a widely disseminated yearly
report on writs of protection filed by the population to access health services, including those explicitly included
in the mandatory benefits package.©

Chile. The Superintendence of Health systematically monitors compliance with the AUGE (access, quality, time-
liness, and financial protection) benefits package guarantees and penalizes any entities that shirk their legal
responsibility.

a. See Pimentel (2013). Article 13 of the CNSSS resolution No. 48-13 of 2002 stipulates that the HBP should prioritize activities,
interventions, procedures, and practice guidelines with a higher cost-effectiveness targeting illnesses of most importance to the
community and according to the epidemiologic profile taking the National Health Plan, the existing technologies, and the current
and future resources as a starting point. See SISARIL (2002).

b. World Bank (2008).

c. The tutela system allows citizens to initiate court proceedings to obtain treatments (including particular medications) in cases
where these have been denied by insurers whenever their human right to health is involved. This includes instances where patients
have been denied treatments included in the mandatory HBP and situations in which they demand the provision of other treatments
notincluded in the package.



prerequisite for making the HBP acceptable. Box 3
provides some examples illustrating this idea.
Transparency also contributes to trust-building,
and thereby to the legitimacy of a HBP policy. When
government organizations open up and show what
coverage decisions are made, how they are made,
and what the results are, people will likely have more

trust in the HBP policy. As Norman Daniels has put

DEFINING THE RULES OF THE GAME

it, people affected by painful decisions want to know
the grounds on which decisions that may harm them
were made."” It is difficult to find examples illustrat-
ing how a transparent HBP policy improved trust,
but the following provide some cases where the lack
of transparency led to mistrust. Some country cases
illustrating the link between transparency and trust

in the benefits policy are given in box 4.

Box 3. Transparency to Raise Awareness on the Importance of Setting Limits

Colombia. In 2014 a 25-year-old patient requested the government pay for experimental treatment abroad through
a mechanism called tutela, a legal constitutional writ intended to protect and guarantee fundamental rights.? The
media extensively reported on the story, creating strong public support for the patient and substantial pressure
on the government to pay. Nonetheless, the minister of health publicly declared that the government would not
finance the treatment abroad, arguing that equivalent solutions were available in Colombia at far lower cost and
that the law excluded coverage with public resources for experimental treatments abroad. More important, he
explained that such a decision would imply unequal protection of Colombians’ right to health by taking resources
away from other patients in need; it was his responsibility to care for them as well.® His public statements helped
open a constructive but very difficult public debate about priority-setting in Colombia and generated support for
the government's position from the public and physician groups.©

South Africa. In 2011 a patient with chronic renal failure sued the Constitutional Court of South Africa. The patient
had been denied dialysis by the state-provided public healthcare system. The state justified its decision by citing
its limited resources and the need to prioritize those patients with a higher chance of treatment success; the
patient argued that the Constitution guaranteed him the right to access healthcare. Ultimately, the court ruled
that the patient’s rights had not been violated, arguing that the state had only a limited budget and thus had to
prioritize who could be treated; it had therefore fulfilled its duty to realize the right of access to healthcare.d

United Kingdom. In 1995 a young patient with relapsing leukemia was denied treatment by the National Health
Service.c The case captured newspaper headlines and highlighted the profound dilemmas faced by governments
confronted with limited resources and unlimited medical needs. The father was determined to seek the treatment
he believed was best for his daughter, doctors disagreed about which treatment was appropriate, health service
managers were prepared to take a stand over the use of resources for services of questionable effectiveness,
lawyers were willing to test the decision of the health authority in court, and journalists saw the case as exemplify-
ing the dilemmas of health service decisionmaking. The case helped to raise awareness of the need for resource
allocation to balance the needs of the whole population against the urge to respond to the needs of individuals;
the importance of a fair and rigorous decisionmaking process; and the need for decisionmakers to explain the
rationale behind decisions, offer the opportunity for appeal, and ensure that the process is regulated. Yet not all of
these conditions were fulfilled—health authorities and primary care groups should thus learn from this experience.

a. By using tutela action, constitutional judges are able to take relatively fast and unobstructed action to order the protection of
fundamental rights that are being violated or threatened.

b. “Con el costo de un trasplante de médula en EE. UU. se Hacen 'diez en Colombia’: Oncéloga” (2014).

c. See, for example, “Magistrados no entendieron Ley Estatutaria que aprobaron: Minsalud” (2014).

d. World Bank (2013).

e. Ham (1999).
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sox 4. Transparency to Increase Trust
in and Legitimacy of the HBP Policy

Uruguay. A World Bank review of adherence
to good governance principles for HBP policy
in Uruguay argues that transparency has
helped to create support for and acceptance
of the HBP policy. In particular, the normative
framework for the HBP (PIAS; Plan Integral de
Atencién a la Salud) was widely publicized.

Dominican Republic. As described above,
lack of transparency and understanding of
the decisionmaking process contributed to
the rejection of a proposed HBP revision.

Colombia. Lack of transparency was the key
challenge identified by Colombia’s Constitu-
tional Courtin one of its groundbreaking deci-
sions on the health benefits policy (T760).2

a. Justice Manuel José Cepeda Espinosa (2008).

The availability of information on how and why
decisions are made helps to check whether similar
cases are being treated similarly and different cases are
treated in relevant different ways. It therefore helps
to ensure the consistency, stability, and, in the end,
equity of decisions related to the HBP. This is what
a recent World Health Organization (WHO) paper
on universal health coverage (UHC) refers to as
assuring horizontal and vertical equity through the
process of explicit priority-setting.'® Examples of how
transparency increases equity are provided in box S.

Yet many of the potentially positive results of
a transparent and publicized HBP policy will not
materialize unless they are accompanied by other
good governance principles such as the existence of
specific accountability mechanisms or participation
of stakeholders. For example, the population might

have access to information on the content of the

gox 5. Transparency to Help Achieve
Equity when Making Coverage Decisions

United Kingdom. The Cancer Drugs Fund,
initially set up in 2010 with a budget of £50
million and increasing to £200 million in sub-
sequent years, was designed to give certain
NHS cancer patients access to drugs not
approved by NICE, the British entity in charge
of evaluating health technologies. Although
this fund almost certainly has benefited some
people, such NHS spending priorities have
generated difficult ethical and equity ques-
tions. On a positive note, transparency on the
purpose, functioning, and financing of the
fund helped raise questions about whether
patients who were not benefiting from the
fund were treated equally to the fund’s bene-
ficiaries (a subset of cancer patients), whether
differences in treatment could be justified,
and whether differences were ethical.?

a. Appleby (2014).

HBP. The impact of this access, however, will be lim-
ited unless beneficiaries can voice their opinions and
participate (for further detail see the section on par-
ticipation below) and unless mechanisms exist that
will sanction (by law, media, or other means) those
in charge for not providing the promised benefits or
following the agreed process. In other words, infor-
mation may lead to scrutiny and scrutiny may lead
to the revelation of problems, but participation and
sanctions are needed to translate transparency into
real impact. Likewise, transparency and participa-
tion are preconditions for accountability.
Transparency can also come at a cost, and it is
possible to have too much transparency. Govern-
ments sometimes see transparency as carrying an
important political risk, especially in the short run,
and as restricting the discretionary power of govern-

ments. And at times, frank discussions behind closed



DEFINING THE RULES OF THE GAME

sox 6. Challenges Related to Transparency and Its Related Resource Costs

Australia. Prior to the 2005 Australia/United States free trade agreement, widespread misunder-
standing existed within Australia’s Pharmaceutical Benefits Scheme (PBS) about the extent of the
government’s legal obligation to maintain the confidentiality of pharmaceutical company applica-
tions to include medicines on the PBS formulary. Applications would invariably arrive with every page
stamped “commercial-in-confidence”; officials generally interpreted this to mean that nothing con-
tained therein could be publicly disclosed without the consent of the applicant. As a consequence,
the government treated the decisions of the Pharmaceutical Benefits Advisory Committee (PBAC)—
the entity evaluating the evidence to recommend whether pharmaceuticals should be listed on the
PBS—as confidential, as they were based on confidential information. For many years, this created a
barrier to making the PBAC more transparent.

On closer examination during negotiations for the free trade agreement, the PBAC later real-
ized that its obligations under the National Health Act had been widely misinterpreted. Specifically,
“commercial-in-confidence” has no meaning under Australian law (although “confidential” has a very
specific meaning). It is a privacy marking, though a document accepted as such is expected to be
protected nonetheless. One of the key issues pursued (at the industry’s behest) by the U.S. trade
representative under the Pharmaceuticals Annex to the Goods Chapter was “greater transparency.” In
the Annex and accompanying Side Letter, negotiators included a number of transparency obligations
for applicants, mostly reflecting the status quo but adding a provision requiring transparency to the
public. Through this treaty-level obligation, the PBAC was thereafter required to share decisionmak-
ing details with the public, not just the applicants. This was put into effect in 2005 via the introduction
of Public Summary Documents (PSD) for all decisions.? Both the structure and content of these PSDs
were heavily negotiated with the industry, butthey were nevertheless a major step forward in explain-
ing the rationale behind PBAC decisions. The PBAC agreed to exclude three key pieces of informa-
tion: the proposed price, the actual cost-effectiveness ratio, and details of any as-yet unpublished
data (which mightinfluence the decision but cannot be disclosed in detail).

Improving transparency requires a lengthy process to determine which information can and
should be revealed, and then substantial effort to regularly and systematically share this information
with the public. Each PBAC agenda includes about 30 major submissions; about 30 PSDs must be pre-
pared after each meeting, at substantial cost and only after a back-and-forth negotiation between the
PBAC and the applicant on the content and framing of the draft. The former PBAC secretary estimates
that the work to prepare and publish PSDs is equal to at least one full-time employee.

Source: Ruth Lopert, personal communication.
a. See, for examples, Department of Health, Australia (2017).

doors are important to help move policy forward.
Policymakers need candid interaction to float ideas
and gauge their feasibility without revealing their raw
thoughts and discussions to the general public. Trans-
parency is also resource intensive. It requires people,
expertise, money, and time, especially for leadership
to communicate with all relevant actors across the
full HBP cycle. In addition, staff resources for HBP

design and adjustment are often scarce, especially in
LMICs, and they tend to be the same individuals who
prepare for and participate in information-sharing
activities. Getting clearance for communications can
itself be a cumbersome, time-intensive effort that can
slow down the process—a problematic feature when
policymakers wish to move swiftly on the design or

adjustment of their benefits packages. Box 6 provides
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two examples from Australia on the challenges related

to transparency in the context of a HBP policy.

Attributes of transparency

Having explained why transparency is important in
the context of the HBP policy cycle and what it refers
to in general, the attributes of transparency deserve
closer attention (see table 1). Understanding these
attributes will help policymakers understand the key
components of a transparent HBP policy. The fol-
lowing paragraphs describe each of these attributes,
illustrating that transparency refers to much more

than to information dissemination.

Availability. Information is provided on the goals,
process, decisions, rationale, and results of the
HBP policy. In this sense, a transparent HBP policy
requires that a government communicate its cover-
age decisions, the goals of the HBP policy, how these
goals are being operationalized when choosing what
toinclude in the HBP, the processes to make coverage
decisions and their implementation, who participates
and whether they hold potential conflicts of interest,
the rationale to support the government’s decisions,
the content of the HBP and its adjustments, and,

TABLE 1. Attributes of Transparency

most important, the effective coverage of services
included. More generally, information needs to be
available on the process and results across the full
HBP policy cycle described in the introduction.
Country experiences tend to illustrate problems
related to the communication of HBP content and
coverage, but also problems related to communi-
cating the underlying rationale, the processes for its
creation and revision, potential conflicts of interest
of those participating in the process, and the eftec-
tive coverage of services promised in the HBP. Box 7
illustrates the existence or lack of availability of infor-
mation related to the HBP policy cycle with concrete

country examples.

Standardization. Information related to HBP deci-
sions has to be understandable and standardized for the
process to benefit from the advantages of transparency.
Standardization is also crucial for the HBP design and
adjustment process to be consistent and stable. Box 8
illustrates the importance of standardization in the

HBP policy cycle with concrete country examples.

Timely and up-to-date information. Information
should be made available with sufficient time to permit

analysis, evaluation, and engagement by relevant

Information on the process, division of responsibilities, and results is pub-

licly available across the full HBP policy cycle. Potential conflicts of interest

Attribute Description
Availability

are revealed.
Standardization

Timely and up-to-date information

Understandable, sufficient,
and relevant information

Information is presented in a standardized way.
Information is available on time and is regularly updated.

Information on process and results across the full HBP policy cycle is under-
standable to the public, sufficient (not piecemeal), and relevant for stake-

holders (thereby enabling scrutiny, participation, and accountability).

Note: Standardization of processes is an additional attribute of transparency that is dealt with extensively in the part on the

consistency and stability attribute of good governance.



DEFINING THE RULES OF THE GAME

gox 7. The Availability Attribute of Transparency
Available information on HBP content, coverage decisions, and results

Chile. Since 2006, the Chilean Superintendency of Health has been commissioning population surveys to assess
public knowledge about the AUGE benefits plan. In 2006 the survey found that 53 percent of respondents knew
about “some” health conditions covered by the HBP. In 2009 an equivalent assessment showed that between 28
percent and 38 percent of the population claimed to know “all” of the health problems covered by the HBP. A 2010
survey conducted with FONASA, the public insurer, showed that 57 percent of beneficiaries under treatment for
cervical cancer were unaware that their health condition was part of the package.?

Africa. A study by Carapinha and others® evaluated the program structure, characteristics, and availability of rou-
tine data for decisionmaking related to medicines benefits packages in 33 health insurance programs operating
in Ghana, Kenya, Nigeria, Tanzania, and Uganda. The authors identified a lack of comprehensive information on
medicines benefits and very limited information on the design, implementation, and outcomes of medicines ben-
efits policies.

United States. In 2014, the Affordable Care Act (ACA) established, for the first time, a package of essential health
benefits (EHB) for nearly all health plans. The EHB provision requires balanced coverage across 10 categories
of care. A citizens' advocacy group, Community Catalyst, has stated that it is important for ACA beneficiaries to
understand what is covered, but also to advocate for collecting and releasing information on consumer experi-
ences, access to care, and coverage limitations that will help shape future decisions about the EHB.© A truly trans-
parent HBP policy must reveal both the scope of a package and beneficiaries’ actual access to covered benefits.

Colombia. From 1993 to 2015, Colombia’s universal health insurance scheme operated with an explicit benefits
package (POS), consisting of a detailed positive list of services that were covered with public resources. The gov-
ernment designed a user-friendly app, POS Pépuli, that allowed people to search for covered services and drugs.
The app won many awards, including a prize for best web and mobile-based government application.d

Lack of available information on processes

Uruguay. According to one analysis, a key challenge for Uruguay’s HBP policy is the limited availability of public
documentation on the benefits selection process.®

Colombia. No public information is available on how the Colombian benefits package (POS) was originally
designed, nor on the process by which it was adjusted during its first decade of implementation (1993-2003).
There was substantial uncertainty about the scope of the package, which, in turn, led to many discussions between
the insurers in charge of providing the package and the government in charge of its financing. The lack of clarity
was highlighted by the Constitutional Court in a landmark decision that ordered the government to clarify the
scope and content of the HBP.f The situation has improved substantially, but there are still important gaps in the
publicly available information on the HBP adjustment process. For example, there is still no public information
on how the ministry of health evaluates the evidence provided by the Colombian Health Technology Institution
(Instituto de Evaluacion Tecnoldgica en Salud, or IETS) and others to make decisions on whether new technologies
should be included.?

Argentina. The criteria used to define the mandatory HBP available through social security (Obras Sociales) are
not outlined in any public document.”

Australia. Until 2005 both the existence and content of PBAC submissions were treated as confidential and only
limited information about PBAC recommendations was released. In October 2005 the first detailed accounts of

(continued)
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gox 7. The Availability Attribute of Transparency (continued)

the PBAC's deliberations, including descriptions of the evidence considered by the committee, were published on
the Department of Health and Ageing’s website in the form of Public Summary Documents. These are developed
from the PBAC minutes, presented in a standardized format, with some limited redactions. In September 2008 the
PBAC agenda for the forthcoming November 2008 meeting was published for the first time, with an invitation for
public comment.!

European regulatory agencies. In the case of the European Medicines Agency (EMA), the scientific evaluation
system operates through a network of external experts. Those experts serve as members of the agency'’s scientific
committees, working parties, or scientific evaluation teams. In 2012 the European Court of Auditors released an
audit report on the management of conflicts of interest within four European Union agencies, including the EMA,;
it concluded that “none of the selected Agencies adequately manages conflict of interest situations.” At the end
of November 2014 the EMA announced the adoption of a more balanced policy on managing conflicts of interest,
which came into effect on January 30, 2015.

a. Giedion and Candn (2014).

b. Carapinha and others (2011).

c. Stahl (2012).

d. Ministry of Health, Colombia. (2017).
e. Molins, Alonso, and Ferndndez (2014).

f. Justice Manuel José Cepeda Espinosa, Decision T-760 of 2008 at 76.

g. Giedion and Candn (2014).

h. Bergallo (2005).

i. Lopert (2009).

j. Parliamentary Assembly (2015).

stakeholders. This may sound reasonable but infor-
mation is often only shared very late in the design and
adjustment process. Box 9 illustrates the importance
of providing timely, up-to-date information in the

HBP policy cycle with concrete country examples.

Understandable, sufficient, and relevant informa-
tion. The information provided on the HBP process
and decisionmaking needs to be understandable,
sufficient, and relevant. For example, the complex
and technical health technology assessment (HTA)
reports used to define and adjust the HBP might not
be relevant or understandable to most stakeholders,
and therefore not helpful in allowing them to under-
stand whether decisions were made using reasonable
methods and criteria. The information provided
must be sufficient for interested persons to make an

assessment and thereby create trust or sanction. This

“quality of the information” aspect is not trivial in the
context of a HBP policy given the methodological
complexities involved in reviewing the evidence and
making recommendations. How, for example, could a
lay person understand whether the services included
in the benefits package were adequately costed, or
judge whether an HTA was carried out in line with
some minimum quality standards.”” Also, the provi-
sion of information is only useful insofar as it helps to
empower those concerned by the policy. For example,
abroad benefits package with vague categories might
not help users to understand the scope of the benefits
being offered. Box 10 illustrates the existence or lack
of comprehensive information related to the HBP
policy cycle with concrete country examples.

Table 2 presents a list of some important trans-
parency “dos” and “do nots” to take into account

when designing a HBP policy.
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sox 8. The Standardization Attribute of Transparency

Latin America and the Caribbean. A study carried out by the Inter-American Development Bank (IADB) examining
and comparing coverage decisions for 20 high-cost drugs in six Latin American and Caribbean countries (Argen-
tina, Brazil, Chile, Colombia, Costa Rica, and Uruguay) and four high-income countries (Australia, the Netherlands,
the United Kingdom, and the United States [Oregon]) found very limited publicly available and accessible informa-
tion in Latin American and Caribbean countries on the coverage decisions for these drugs, including the rationale
behind coverage decisions and the process by which the decisions were made.? In contrast, it was much easier
to find the corresponding information in some high-income countries such as the United Kingdom or Australia.

Estonia. Since 2002 Estonia has had clearer and more explicit rules for the inclusion of HBP services and pharma-
ceuticals and for the level of cost-sharing; in addition, the process for adjusting the HBP has become more stan-
dardized. The government established the Estonian Health Insurance Fund (EHIF) as an independent public body
responsible for defining the benefits package, in collaboration with other stakeholders. The EHIF and the Ministry
of Social Affairs agree on the package, after which the government makes the final decision by endorsing the list
of services and giving each item on the list a reimbursement price.?

Iran. A 2015 study of how a national priority-setting program works in the centralized health system of Iran con-
cludes that the process in that country is nonsystematic, leading to many inadequacies in developing HBPs.c

Europe. The lack of systematic processes for HBP design and adjustment extends far beyond LMICs. Despite
claims that cost-effectiveness is an important rationale for developing HBPs, one comparative 2005 study of nine
European countries (Denmark, France, Germany, Hungary, Italy, the Netherlands, Poland, Spain, and the United
Kingdom) found that many had no rational process for reviewing the available evidence on specific procedures
or technologies as the basis for updating their HBP. Instead, the decisionmaking process was frequently guided
by lobbying activities of some actors in the system. Even some countries with explicit benefits baskets, such as
Poland, were found to lack transparency of decisionmaking criteria.¢

a.|ADB (2012).

b. Lai and others (2013).

c. Chapman, Forman, and Lamprea (2015).
d. Schreyégg and others (2005).

gox 9. The Timeliness Attribute of Transparency

Colombia. Colombia has recently constituted a benefits package advisory committee to review proposals for
HBP policies made by the Ministry of Health. Committee members include one delegate each from the ministries
of health, finance, and planning; one delegate from Colombia’s health technology assessment institute (IETS;
Instituto de Evaluacién Tecnolégica en Salud), and one delegate from the presidency.? Within the last year, the
committee received this proposal and the supporting evidence on very short notice, without sufficient time to
thoroughly and seriously review the submitted information. This experience is one reason why Colombia is cur-
rently reviewing its institutional process to review the benefits package.

Source: Conversation with officials from Colombia’s Ministry of Health.
a. Ministerio de Salud y Proteccién Social, Decreto Nimero 2562.
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gox 10. The Importance of Providing Understandable, Sufficient, and
Relevant Information on HBP Design, Adjustment and Results

Chile. The Chilean experience illustrates some challenges in making the scope of the benefits package under-
standable to both providers and beneficiaries. Until 2005 the lack of a common set of benefits for those affiliated
with either the public insurer (FONASA) or one of the private insurance companies (ISAPREs) meant that benefi-
ciaries were often misinformed about their rights and only poorly understood the scope of their respective ben-
efits packages. ISAPREs offered several thousand medical plans to potential clients, making comparison of plans
difficult or impractical. This led to limited transparency and competition. In response, starting in 2005 the AUGE
reform mandated that all health insurers cover 56 specific medical conditions, thus defining for the first time a
floor of uniform benefits across all insurers in the system, both public and private.? The exact content of the HBP is
described in an easy-to-understand and complete way.

Russia. An analysis of the HBP policy in Russia found that it was hard for consumers to understand the details of an
insurance contract and thus compare the offerings of different companies. To increase transparency and thereby
increase competition in the health insurance market, the paper recommended that the health insurance benefits
should be more standardized to help consumers understand and compare them.?

a. Savedoff and Gottret (2008).
b. Xu and others (2011).

taBLE 2. Dos and Don’ts Regarding Transparency

Dos Don'ts
Available = Keep written track of your processes. ® Do not make decisions on the benefits package
information = Explicitly communicate the goals of your benefits behind closed doors.
package. = Do not flood key stakeholders with information
= Provide clear information on benefits package con- without prioritizing what is most important to share.
tent, targeted for prescribers and citizens. Large amounts of raw information in the public
= Make sure that conflicts of interest are openly and domain may breed opacity rather than transparency.
systematically declared. Ensure that patient groups
declare the source of their financial support and
their own conflicts of interest.
® Decide strategically what information is most
important to share given your limited resources.
Timely ® Maintain updated information on services covered ~ ® Do not disseminate information that is no longer
information by the HBP and effective coverage of those services. relevant.
= Submit your proposals to relevant key stakeholders
with sufficient time for them to make meaningful
suggestions for adjustment.
Understandable = Putresources aside to translate your technical doc- ~ ® Do not disseminate unintelligible technical reports.
information uments into documents tailored to the needs of the

target audience.




Consistent, Stable, and Coherent
Decisionmaking Structures

Consistency literally means that something exhibits
harmony, regularity, and continuity, and is free from
arbitrary variation or contradiction. Stability means
that something is not easily changed or, alterna-
tively, likely to change. Coherence means that some-
thing is logically ordered, clear, and intelligible.* A
consistent, stable, and coherent HBP policy means
that processes, rules, and decisions related to cov-
erage are applied systematically and do not change
arbitrarily or every time leadership changes. It also
means that the policy follows explicit rules and reg-
ulations (as opposed to ad hoc procedures) and that
those responsible for particular decisions have the
managerial discretion, authority, capacity, tools, and
resources required to fulfill their responsibilities.”
Consistent, stable, and coherent HBP policies are
backed by a legal framework to support this stabil-
ity and coherence, with laws establishing the objec-
tives of the system, the roles and responsibilities of
all stakeholders, the checks and balances, and the
procedures for making changes to the law. Finally, a
consistent, stable, and coherent HBP policy has stan-
dardized and formalized processes which leads to
traceable decisions.*

By contrast, an inconsistent and incoherent HBP
policy is subject to erratic and incongruous changes
with respect to how it makes decisions to include
medicines or services in the package. It might also
change the objectives it pursues, the goals it sets, the
criteria it uses, processes it follows, or the roles and
responsibilities given to stakeholders. This incon-
sistency and incoherence make the HBP policy
vulnerable to capture by interest groups, political
expediency, or especially strong-minded individu-
als. In these cases, decisions and processes tend to
be made on a case-by-case basis, often with regard
to political advantage rather than what is right or

just. For example, a seven-country study on benefits
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packages in Latin America identified the lack of con-
sistently applied rules as akey challenge in the region.
In some countries like Mexico, “the process has yet to
be formalized and documented.”*?

Consistent and stable HBP policy processes do
not mean that the content, rules, and institutional
HBP frameworks remain unchanged. To the con-
trary, the packages should be updated periodically
to adjust to constant changes in medical technol-
ogy, evidence, budgets, demand, prices, and national
priorities. Indeed, the lack of periodic adjustments
has emerged as a key weakness of HBP policies in
many countries.”* Increasingly, benefits packages
are reviewed not just to include new technologies,
but also to scrutinize and potentially delist those
already covered. France and New Zealand are fore-
runners on this issue.” In France, existing technol-
ogies are reassessed every five years, a process which
has resulted in delisting of hundreds of ineffective
pharmaceuticals; however, this process has been
discontinued.

Even the rules of the game for adjusting the ben-
efits package need not be written in stone; indeed,
the way of thinking about explicit priority-setting
may evolve over time. For example, seminal work by
Angela Coulter and Chris Ham shows how countries
have evolved over time in how they select health ser-
vices, from previous frameworks based primarily on
technical criteria to far more deliberative processes
using different types of evidence.?® This evolution has
brought about a new set of actors, roles, responsibil-
ities, and interactions with a new set of advantages,
disadvantages, and challenges. In short, national
priority-setting frameworks do need to change over
time, but rules should exist on how to make changes
to them to avoid erratic, incongruent processes. It
is possible and desirable to implement a consistent,
stable, and coherent HBP policy without stifling cre-
ativity and adaptation. Consistency, coherence, and
flexibility are not mutually exclusive; a country can

continuously adjust and improve its benefits package
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and underlying processes while staying true to the

key goals and principles of its HBP policy.

Why are consistent, stable, and
coherent decisionmaking structures
important for a HBP policy?

As discussed below, a consistent, stable, and coherent

HBP policy is important because it:

1. helps to ensure long-term commitments
2. promotes equity

3. improves coordination

4.improves legitimacy and reputation

5. reduces the influence of interest groups on deci-
sions and makes the attainment of HBP goals

more likely

6. allows for better and more accurate

measurement

7. gives the right incentives to all stakeholders and

ensures a viable system
8. makes the HBP decision process more efficient

9. may have positive external effects on the innova-

tion system

Helps to ensure long-term commitments. Since the
impact of a HBP on societal goals, such as improving
population health status, is not immediate, long-term
commitments are required from those in charge of
designing, adjusting, and providing the package.
When a HBP’s goals and the ensuring processes,
methods, and decisions are not coherent or change
continuously, it is difficult to ensure long-term com-
mitments to participate in the system. In Colombia,
for example, there has been substantial discussion
about the HBP’s exact scope of coverage. In general,

insurers have a narrower interpretation of coverage

than the government. Further, interpretation by the
Colombian Ministry of Health has changed over time,
generating legal, financial, and reputational risks for
those providing the package and having an impact on

their long-term commitment to the system.*”

Promotes equity. A consistent and coherent HBP
policy helps ensure that similar cases are being
treated similarly and different cases are treated in
relevant different ways. A 2014 WHO paper on
UHC refers to this as assuring horizontal and verti-
cal equity in the process of explicit priority-setting.*®
Experiences from some countries demonstrate how
lack of consistency, stability, and coherence under-
mines the horizontal and vertical equity of HBP and
priority-setting systems.

A consistent and coherent HBP policy is closely
linked to a transparent one. If all interested parties
are not able to look at and understand how the policy
was designed, how decisions were made, and the
rationale behind them, there is no way to guarantee
consistency, coherence, and stability. For example,
in 2014 the Colombian HTA institute, IETS (Insti-
tuto de Evaluacion Tecnoldgica en Salud; Institute of
Health Technology Assessment) published the list of
technologies that would be evaluated; some medical
specialists voiced confusion about why certain tech-
nologies were being evaluated while other technolo-
gies were not. In this case, the published information
was not sufficient for stakeholders to feel that the

system was consistent, stable, and coherent.

Improves coordination. A consistent and coherent
HBP policy helps stakeholders to align their activi-
ties and responsibilities, avoiding duplication, inef-
ficiencies, and disarticulation. For example, in Iran,
the two main benefit packages are decided by dif-
ferent bodies—the Ministry of Health and Medical
Education and the Ministry of Welfare and Social
Security—without coordination between them.” In

Uganda, the government and development assistance



partners conduct parallel processes of prioritization,
sometimes resulting in certain interventions receiv-

ing both donor and government funding.

Improves legitimacy and reputation. When HBP
policies do not seem to follow a consistent and
coherent pattern, stakeholders and the population
in general might feel that decisions are arbitrary and
possibly a result of vested interests, compromising
the legitimacy of the HBP policy. For example, the
Peruvian government ignored the LPIS (Listado Pri-
orizado de Intervenciones Sanitarias; Prioritized List
of Health Interventions), an explicit health insurance
benefits package started in 2007 for the poor, when
designing the PEAS (Plan Esencial de Asegura-
miento en Salud; Essential Health Insurance Plan)
benefits package for UHC in 2009. As a result, PEAS
excluded benefits that had previously been included
in the LPIS, generating significant resistance and a
perceived lack of legitimacy. Finally, the government
had to accept the inclusion of all LPIS benefits that
had not been originally included in PEAS.*

Reduces the influence of interest groups on deci-
sions and makes the attainment of HBP goals more
likely. Consistent and coherent rules with predictable
consequences help to decrease the influence of par-
ticular interest groups, or at the veryleast, help detect
undue influences on decisionmaking. A consistent
and coherent HBP policy also may ensure better
alignment between the goals of a benefits package
(e.g., maximizing health status with given resources)
and the actual coverage decisions over time. For
example, Sitaporn Youngkong and colleagues illus-
trate how prior to the current systematic, coherent,
and consistent process of explicit priority-setting in
Thailand, coverage decisions were typically ad hoc
and opaque, with certain interest groups (politi-
cians, health professionals, or industries) selectively
advocating that new interventions receive public

reimbursement.’’ Similarly, Colombia is gradually
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making its coverage decision process more explicit,
consistent, and systematic. For example, IETS, its
HTA institute, informs coverage decisions, and dif-
ferent stakeholders can participate in the decision-
making process. This is an important improvement
from a process considered “erratic, non-transparent
and without any clear orientation and goals” during
the first decade of its implementation.** A compari-
son of the priority-setting criteria used to adjust the
benefits packages between 1994 and 2002 showed
that criteria changed constantly and in a nonsystem-
atic manner.*

Interest groups are not only from within the
country but also include aid agencies and global civil
society groups from abroad. In Uganda, for example,
external assistance from the Global Fund to Fight
AIDS, Tuberculosis, and Malaria and other HIV/
AIDS funding agencies has led to these conditions
being prioritized despite potentially differing health
needs at the population level. Provision of antiretro-
virals now tops the list of health system concerns and
the Ugandan health ministry has committed to pro-
vide universal free access to antiretrovirals despite
statements to the contrary in its Health Sector Stra-
tegic Plan. This example illustrates how the lack of
strong local capacity and institutions to set national
priorities in a consistent and stable manner makes

countries vulnerable to external pressure.**

Allows for better and more accurate measurement.
Until you have tried something new for a period of
time in a consistent and coherent manner, it is diffi-
cult to judge whether or not it works. How, for exam-
ple, can countries measure whether HBP decisions
are in line with stated goals if coverage criteria are not
consistently used? How can a country judge whether
apolicy meant to disseminate knowledge on the pack-

age works unless it has been consistently used?

Gives the right incentives to all stakeholders and

ensures a viable system. Consistent and coherent
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rules allow stakeholders to carry out their roles in full
alignment with the objectives of the entire system.
They know their responsibilities and the conse-
quences they will face for their decisions.** Govern-
ments should not only provide adequate capacity and
resources for stakeholders to deliver on their man-
dates but should also have consistent instruments
to adjust the system and maintain its viability. In
the Netherlands, for example, the government has
the authority to regulate the HBP, but insurers can
complement packages and the supervisory authority
periodically assesses the risk borne by insurers.
Unfortunately, HBPs are often incoherent. For
example, there are mismatches between the legally
mandated benefits and the actual ability of insurers
to pay for these services, or between the benefits and
the ability of providers to deliver them. For instance,
the Mexican government did not adjust the capita-
tion payment for the HBP CAUSES (Cat4logo Uni-
versal de Servicios de Salud; Universal Catalog of
Health Services) despite growth in the number of
interventions covered between 2004 and 2008.3¢

Makes the HBP decision process more efficient.
All stakeholders must be clear on who makes deci-
sions and how decisions are made; they also require
authority, capacity, tools, and resources to fulfill their
responsibilities. For instance, government depart-
ments should be able to cost the HBP properly and
assess its affordability and fiscal impact prior to imple-
mentation, HTA agencies should have the budget,
time, and capacity to conduct transparent, participa-
tory, and robust assessments, and patient represen-
tatives and laypersons should understand their roles
and have the means to make their voices heard.

Lack of clear rules, reduced time frames, low bud-
gets, and unviable expectations lead to low morale
and misalignments.’’” Unfortunately, the absence
of consistent and coherent decisionmaking struc-
tures is very common. For instance, the Domini-

can Republic tried to adjust its benefits packages in

less than a year.*® Similarly, in 2011 the Colombian
Health Regulatory Commission, an autonomous,
special unit created to update the Colombian HBP,
commissioned 248 health technology assessments

within just a three-month period.

May have positive external effects on the innova-
tion system. Consistent and stable rules might be
strong market signals. Pharmaceutical companies
might align research and development choices with
the criteria used to make coverage decisions when
developing new products, making the process more
focused and effective. This positive effect is likely
to be related to market size and also to the degree
of alignment between coverage criteria in differ-
ent geographies. Finally, by repeatedly applying
the same stable, consistent, and coherent rules, all
those involved in designing and adjusting the HBP
will undergo a learning process, with information
sources, methods, and processes improving as a
result. For example, information sources on unitary
costs used in the HBP adjustment process may grad-
ually improve due to a virtuous circle of information
use, scrutiny, fine-tuning, and enhancement. The
more the basic operations related to the adjustment
of a HBP are repeated, the more they can be stan-
dardized. In Chile, for example, the law mandates
that the AUGE (Acceso Universal con Garantias
Explicitas; Universal Access with Explicit Guaran-
tees) benefits package be updated every three years,
with adjustments including updated costings and
social preference studies. As a result, both the cost-
ings and the social preference studies have improved
over the years. Similarly, Colombia has routinely
reevaluated the cost of its benefits package as the
main input to decide on the capitation payment paid
to insurers (Unidad de Pago por Capitacién; UPC).
Initially, information sources for this exercise were
scattered and scarce; over the years, however, an
increasingly robust methodology has emerged. Gov-

ernment authorities now collect and use detailed



information on how much is paid by each of 25-plus
insurance companies for each service in the HBP.
In contrast, reinventing HBP processes every time
there is a change in leadership is complicated, inefhi-
cient, time-consuming, and even unviable. Creating
new institutions, normative frameworks, methods,
and processes results in substantial expenditure and

an unstable environment around the HBP policy.

Consistent, stable, and coherent
decisionmaking structures:
A checklist for policymakers

The following is a checklist of enabling factors that
might help to establish a stable, consistent, and
coherent HBP policy:

Do

o Be explicit about the goals and criteria used to
choose and adjust the HBP.

e Anchor the goals and criteria used to define and

adjust the HBP in legal frameworks.

o Be explicit on the institutional arrangements,
indicating specific responsibilities for making
coverage decisions (define who does what and

how different entities interact).

e Be explicit on how the priority-setting frame-

work can be modified.

e Monitor and evaluate to make sure actual deci-

sions are in line with existing rules.

e Have an appeals mechanism in place so actors
can question decisions not in line with estab-

lished rules.

o Earmark resources to allow the adequate func-

tioning of the existing institutional framework.

o Isolate key participants within the priority-

setting process from political bodies.
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Don’t

e Have ad hoc rules and regulations.

o Give managerial discretion to any institution
without the authority, capacity, tools, and

resources required to fulfill this responsibility.

e Change periodically the objectives the HBP
pursues, the goals it sets, the criteria it uses, and

the processes it follows.
o Make decisions on a case-by-case basis.

e Beafraid to adjust the HBP when needed—
just make sure the adjustment follows estab-

lished rules.

Stakeholder Participation

Participation has been defined as everything that
enables people to influence the decisionmaking pro-
cess and its outcomes and get involved in the actions
that affect their lives.* Participation is not only a
tool to engage the public, support implementation,
and improve overall decisionmaking quality,* but is
also a right in a democratic society, one increasingly
demanded as citizens become more educated and
less deferential.

In the context of HBP design and adjustment,
participation entails the systematic involvement of
all interested parties (health professionals, insurers,
providers, academics, patients, civil society, the phar-
maceutical industry) in the different stages of the
decisionmaking process—from scope definition (that
is, which diseases, which patient groups, and which
types of interventions) to final inclusion and exclu-
sion decisions. Unfortunately, many HBP policies
have been formulated with only limited or nonexis-
tent participation. For instance, a review of medicine
benefits packages offered by 33 health insurance

programs in Ghana, Kenya, Nigeria, Tanzania, and
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Uganda showed that only 8 HBPs (18%) considered
stakeholder preferences in the package design.*

A participatory HBP policy is the opposite of an
exercise conducted by government officials, experts,
and/or consultants behind closed doors. Note, how-
ever, that a participatory policy does not imply that
decisions will be made by consensus, or that all stake-
holders will participate to the same degree and in the
same way throughout the entire process. Instead, it
simply means that stakeholders have clearly defined
spaces where they canraise their concerns, share view-
points, and otherwise participate effectively. As Sir
Michael Rawlins, former chair of the UK’s National
Institute for Health and Care Excellence (NICE),
always reminds: “We want everyone to have their say,

but it’s impossible for everyone to have their way.™

Why is participation important
for a HBP policy?

Participation is an important HBP policy element
for several theoretical reasons (see figure 1). Partic-

ipation is often described by words like “informing,”

ricure 1. Key Theoretical Benefits of Participation
in HBP Policy Cycle
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“consulting, collaborating,” and “em-
powering.” These terms describe different levels of
participation and the degree of power devolved to
participants (see figure 2). The following sections
will clarify what these words mean in the context of

the HBP design and adjustment process.

Legitimacy and accountability. Participation pro-
vides legitimacy and accountability to the HBP deci-
sionmaking processes.* For example, in Argentina,
public awareness campaigns and direct work with
Plan Nacer beneficiaries (mainly women and chil-
dren) about their rights and the services available
as part of the plan have empowered consumers, and
have helped create a sense of social accountability
that complements the formal accountability obtained
through official audits.**

Experiences from some countries also demon-
strate that lack of transparency and participation
undermine the legitimacy of the HBP and contribute
to its failure. In Colombia, for instance, the Consti-
tutional Court, an entity charged with protecting
the rights enshrined in the constitution, ordered
comprehensive updates and the equalization of
HBPs (Plan Obligatorio de Salud; POS) in 2008 in
response to thousands of tutelas (special constitu-
tional writs where any citizen can go to the judicial
system to protect the right to health). The mandate to
the government also included the need to introduce
an explicit, clear, and participatory methodology in

future HBP adjustment processes.

Quality of decisions. Participation improves the
quality of HBP decisions by allowing people to make
choices based on better information, including societ-
ies’ preferences and values. For instance, the Chilean
AUGE reflects the preferences of many stakeholders,
including civil society, academia, health service pro-
viders, insurers, trade organizations, and the general
public. Consultation suggested that many stakehold-

ers prioritized two population groups (children and



ricure 2. Levels of Participation with Examples
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the elderly) and several diseases (diabetes, cancer,
cardiovascular conditions, and mental and dental
health) as especially deserving of coverage.* By con-
trast, the Israeli process to design and update the
HBP has been criticized for not incorporating the
priorities, values, views, and preferences of the gen-

eral public.*

Discipline of decisionmakers. Participation makes
decisionmakers more careful and disciplined, and
promotes consistency across decisions.*” Policymak-
ers face increasing pressure from all stakeholders,
including the public, to be explicit on how decisions
were made—through which mechanisms, with
whose input and with what outcomes—and also on
how they can actively engage and influence these
processes. They will understand that a lack of disci-
pline or inconsistency will lead to criticism and loss

oflegitimacy and trust in the system.

Awareness raising. Participation plays an educative

role as it strengthens the knowledge and capacity of

e.g., Policymakers with other government departments and donors

e.g., Citizens in deciding the criteria to include/exclude technologies

e.g., Healthcare professionals and professional associations
about the list of potential technologies for inclusion

e.g., Patients and caregivers about HBP's goals and scope

interest groups and society as a whole in a virtuous
cycle, where individuals, organizations, and society
can grow and develop.*® Stakeholders learn about the
need for the plan to have limits and make fair deci-
sions under resource constraints. Also, they learn
about concepts such as equity, burden of disease,
cost-effectiveness, and budget impact. In the United
Kingdom, for instance, the participatory processes
led by the National Institute for Health and Clinical
Excellence (NICE) have made people understand
why the agency will not supply the inclusion of a par-

ticular technology.*

Ownership, and mitigating risk of legal action. Par-
ticipation helps parties understand decisions which
might increase ownership, decrease the likelihood
of abuse and judicial challenge, and facilitate imple-
mentation. For example, a World Bank report from
Uruguay suggested that the development of technical
and social validation mechanisms for periodic redef-
inition of the HBP (PIAS) are needed to improve
governability and prevent legal action challenging
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covered or noncovered benefits.*> A WHO report
also notes that “successful implementation involves
dialogue on purpose and design; decisions on financ-
ing and delivery arrangements, and adaptation over
time. Without adequate national ownership, a HBP
is unlikely to be implemented.™"

Despite the potential benefits, stakeholder par-
ticipation might not always lead to a satisfactory
outcome. It can carry some risks—for instance,
nonexpert members of the public might distort the
deliberative process with biased or self-interested
reasoning—or even, if handled poorly, be counter-
productive.’* In 2006, for example, the Dominican
Republic had to pass legislation authorizing the
Safety and Labor Risks Superintendence (SISAL-
RIL), an autonomous public entity, to make deci-
sions on the contents of the benefits package. This
emergency measure resulted from deadlock within
the National Social Security Council, a multistake-
holder body of 17 members representing several
government departments, the central bank, health
professionals, insurers, providers, and trade unions,
which normally are responsible for defining the HBP
content. Consensus was a mandatory requisite for
the body’s decisionmaking.>* In Israel, participation
of patient groups has been a double-edged sword;
several decisions have been reversed due to their
pressure. Finally, unsuccessful participatory exer-
cises might result in mistrust, waste people’s time
and money, and undermine future attempts to seri-

ously engage stakeholders in public policy.

Attributes of participation

Some attributes have been suggested for effective
participation in public policymaking.’* These attri-
butes also apply to HBP design and adjustment and
can be used as an aspirational guide for policymak-

ers who want to strengthen stakeholder participation

and governance in their HBP adjustments or by those

who are putting together a HBP for the first time.

Participation should make a difference. Participation
should not be seen as another box for government offi-
cials to tick or another hurdle for politicians to jump
through. As outlined earlier in this chapter, getting
stakeholders, including the public, to explicitly artic-
ulate their values (maximization of population health,
equity, rule of rescue, and the like), their preferences
(what population groups should and should not be
prioritized, for instance), and their views on the inclu-
sion and exclusion criteria (such as cost-effectiveness,
equity, severity of the disease, or financial protection)
will improve the ownership, acceptability, appropri-
ateness, and legitimacy of the HBP.

Giving participants sufficient power and effective
tools is essential for participation to make a differ-
ence. It is not enough to have the right participants
seated at the table; participants should be able to con-
tribute effectively to the process. The heterogeneity
of stakeholders, from large, professionally run orga-
nizations such as industry groups to volunteer-led
groups such as patient organizations, can make this
a difficult endeavor, owing to implicit power hierar-
chies, unequal skill sets and powers of persuasion,
and even unequal confidence levels. For example,
in a qualitative study evaluating how the Cardiac
Care Network of Ontario, a Canadian expert com-
mittee, made priority-setting recommendations
to the ministry of health, researchers documented
how committee members had different perceptions
about the power they had during the process. The
lay member of the committee questioned his effec-
tiveness: “I'm a businessperson, and to walk into a
medical panel where they’re talking a great deal of
medical topics that I knew very little about, it’s very
hard for me to have the confidence to question what
they were doing. You try to some extent but, if there

was a matter of conflict it would be very easy for me



to defer to their expertise.”* Even among laypersons,
politically active citizens tend to be relatively wealthy
and highly educated.* To give participants sufficient
power, agencies such NICE have a Patient and Public
Involvement Unit (or similar) in charge of recruiting
members of the public through patient organizations
and then providing them with training, designed to
give them confidence so they feel capable of making
a contribution. As Professor Sir Michael Rawlins
said, “It can be very daunting if you are a patient
sitting around a table with some very distinguished

professors.”’

Participation should be transparent, honest, and
clear. Participants should understand the purpose,
mechanisms, and limits of the participatory processes
for these to be effective and fulfill everyone’s expec-
tations. For instance, if stakeholders are invited to
participate in meetings to define the scope of a HBP,
they should understand who will be involved, what
their roles will be, what can and cannot be changed,
and what will happen as a result of the meetings. A
good example of a transparent, honest, and clear
participatory process is the topic selection for HTA
conducted by the Health Intervention and Tech-
nology Assessment Program (HITAP) in Thailand.
Each year, representatives of key stakeholder groups
(four each of policymakers, health professionals, aca-
demics, patient associations, civic groups, and lay
citizens, and three for the healthcare industry group)
can propose up to six topics for HTA each. Then, a
panel comprising representatives of four stakeholder
groups (health professionals, academics, patients,
and civic groups) selects at least 10 topics a year for
assessment according to six prioritization criteria
(size of population affected, severity of disease, effec-
tiveness of health intervention, variation in practice,
economic impact on household expenditure, and

equity/ethical and social implications).*
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Participation should be planned and funded appro-
priately. Participation comes at a cost, and sufficient
resources should be allocated to manage the process
and deliver on the results. Policymakers often allocate
resources to quantify the burden of disease, estimate
the cost-effectiveness of potential interventions, cost
the HBP, and the like without appropriately funding
the participatory processes; many implicitly believe
that either the “technical” components are more
valuable than the “political” components or that
participation is something to add once the technical
process is complete. For instance, after seven years of
establishing the PIAS in Uruguay, policymakers are
considering the introduction of social validation pro-
cesses to adjust the plan as a mechanism to prevent
judicial challenge by beneficiaries who demand non-

covered interventions.*

The right participants should be included at differ-
ent stages of the HBP cycle with the right level of
participation. It is difficult to give clear guidelines
as to who should participate at what points within
the HBP process. The right mix of stakeholders will
depend on many elements, including the context, the
purpose of each HBP stage, the type of decision to be
made, and the ability to contribute. However, at least
in theory, all relevant stakeholders (all those who
will be affected, may be affected, are interested in the
HBP policy, or have the ability to affect its design,
adjustment or implementation)® should be included
in different stages of the HBP policymaking process.
If this exercise is not properly conducted, there are
risks that only the powerful or those close to the gov-
ernment are invited to participate.

With regard to the level of participation, different
levels are appropriate for different stakeholders in
different circumstances. For example, understanding
citizens’ values and preferences is essential to define
the goals and objectives; pharmaceutical industry

input at that stage might be unnecessary or even
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inappropriate. Levels of participations range from
informing (providing balanced, objective informa-
tion to assist in understanding the problem, alterna-
tives, opportunities, and solutions, as discussed in
the transparency section) to empowering (placing
final decisionmaking authority in the hands of the
participants).® Other authors suggest that participa-
tion ranges from having a voice (where stakeholder
views are articulated through, for example, surveys
and citizens’ juries), through having representation
(suchasaformal governance role on boardsand other
structures) to having a choice, whereby participants
are given the ability to make decisions through, for
example, coproduction.® Regardless of how levels of
participation are defined, higher levels might need
more capacity and experience and different levels
are appropriate for different stakeholders in different
circumstances. For example, patients and providers
should be involved in defining the most relevant out-
comes for any HTA, but it may only be necessary to
inform them of the overall HBP goals.

In summary, there is no right formula for pol-
icymakers to decide which participants should be
included at each phase of the HBP design and adjust-
ment process or what level of participation they should
have. This is because the right mix of participants is
context-specific, and thus likely to be different in dif-
ferent settings; in addition, there is scant evidence
from which to draw conclusions. (Few countries have
experience at large with participatory mechanisms in
the context of HBP, and even fewer have documented
their experiences.) Overall, it is policymakers who
decide on the right participants and levels of partici-
pation for each HBP stage. In Israel, for example, the
parliament is the decisionmaking body; a multistake-
holder public committee made up ofhealth and finance
ministry officials, physicians, health policy and health
economics experts, an ethicist, and health insurance
representatives plays an advisory role. By contrast, the
German system’s Federal Joint Committee, composed

of doctors, dentists, patients, and representatives from

hospitals and sickness funds, issues legally binding
directives regarding coverage of treatments (though
patients do not have voting rights). Participation at
certain stages, such as HTA exercises, and by certain
groups, such as patients and the general public, has
been better researched than others, and therefore it is
more plausible to draw conclusions or good practice
principles. For example, Drummond and colleagues
included stakeholder participation as one of 14 good
practice principles of any HTA.®

Finally, three elements should be considered
when selecting participants for any participatory pro-
cess: (1) legitimacy, (2) potential biases/conflicts of
interests, and (3) inclusion of traditionally excluded
groups. Legitimacy denotes the extent to which
selected groups of individuals can accurately and val-
idly represent certain constituencies. For example,
government officials will have to decide how repre-
sentatives from the public will be selected—will the
public be represented by randomly selected citizens,
elected representatives, nongovernmental organi-
zations, or local activists?®* Some groups might be
prone to bias by financial interests, for example, by
funding received from industry or other interest
groups. Declaring conflicts of interest can help coun-
teract these biases and strengthens the integrity and
transparency of any participatory process. Finally,
groups that traditionally have been excluded from
HBP discussions, such as patient groups or ordinary
citizens, should be invited and should receive special
support and encouragement for their participation
to be effective. Experiences from some countries
demonstrate that there is still a long way to go to get
the public to participate in HBP design and adjust-
ment, with only four Organisation for Economic
Co-operation and Development countries (Austra-
lia, Denmark, Norway, and the United Kingdom)

involving the public in coverage decisions.®

Participatory processes need to be accountable.

This accountability—or the obligation of individuals



and organizations participating in the design and
adjustment process to account for their activities,
acceptresponsibility for them,and disclose the results
in a transparent manner®—is owed to each constit-
uency but, more important, to the wider community.
This requires good recordkeeping and reporting of
both processes and outcomes. Participation also
involves the ability to review the results when parties
identify errors in the process. Limitations on partici-
pation may be one of the reasons why countries fail to

successfully manage political pressure.

Participatory processes should provide mutual
learning and development. Participatory processes
should be designed to educate all stakeholders about
fair decisions under resource constraints and about
limits. It should also connect decisionmaking in
healthcare to broader, more fundamental democratic
deliberative processes. If this is achieved, learning
will not be limited to only the general public or cer-
tain constituencies but also may expand to govern-
ment officials, who might not have had experience
with HBP design. In Vietnam, for example, a work-
shop conducted in 2014 found that policymakers saw
the HBP design as a challenging task and had no rele-

vant practical experience.®’

The right participatory vehicle should be used.
Policymakers can use ad hoc initiatives to make
case-by-case decisions about who should be invited
to participate in HBP design, and for what purpose;
can institutionalize stakeholder participation by
integrating participatory processes in the decision-
making structures; or can combine both strategies.
Ad hoc initiatives are often used for HBPs conceived
as one-off exercises, with no arrangements in place to
update their contents. These initiatives are not very
expensive but are not very useful, either. By contrast,
institutionalized approaches have been the preferred
route for systems keen to foster more sustained rela-

tionships; these require organizational resources but
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facilitate clear and transparent dialogue on these dif-
ficult decisions. For instance, the United Kingdom’s
NICE has a Citizens’ Council, a panel of citizens who
provide input into decisions on new drugs. Likewise,
in Australia, the committee in charge of making rec-
ommendations on what drugs are subsidized with
public funds has representatives for patients, doc-
tors, health professionals, health economists, con-
sumer advocacy groups, and the wider public. The
Israeli Public Committee, the body in charge of rec-
ommending which technologies the Israeli health
system should adopt, is made up of representatives
from the health and finance ministries, the Israeli
Medical Association, insurers, health economics and
health policy experts, and public figures from outside
the healthcare system.®® Despite the benefits of insti-
tutional approaches, some have criticized them for
being tokenistic and not giving adequate support to
the committee members, since it is hard for one indi-
vidual to hold his or her own opinion against experts

without adequate training.*

Stakeholder participation:
A checklist for policymakers

Do

o Ensure that participation is carried out properly,
not merely because it is politically correct to have
some sort of participation. Bad practice can be

worse than no practice.

o Make the purpose of the participatory process
explicit and clear.

o Make sure that participants’ needs are fully aired
and considered and that their level of influence is

clear from the start.

e Incorporate stakeholder participation from the
beginning rather than at the end after decisions

have been made.
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e Minimize the power imbalance between the
public and patients on the one hand and clini-

cians and policymaking experts on the other.”

o Take the time to plan and conduct an appropri-
ate participatory process. If the necessary time
to obtain genuine input from stakeholders is not
spent upfront, a greater amount of time may be
spent later addressing objections to both the
process and its outcomes. Remember that some-

times “you save time by taking time.””"

o Actively involve those who have the least say in

decisionmaking.

Don’t

e Try to legitimize a decision that has already been

made behind closed doors.

e Use participation to avoid responsibility for

difficult decisions.

e Plan participation poorly: no one wins from
situations where anger, distrust, frustration, and
a sense of utter powerlessness taints stakeholder

participation.

e See participation as another hoop for officials
and politicians to jump through, instead of an

enhancement to current practice.

e Letadvocacy groups overtake the request for

public participation.

e Include more than 15 members when setting up

committees.”

Conclusion

Governance is the systematic, patterned way in
which decisions are made and implemented. Good
governance principles applied to the HBP gener-
ate many benefits, including intrinsic value, as cit-

izens and stakeholders are able to understand how

decisions are made, how they may participate, and
how they may hold policymakers accountable; con-
structive value, as citizens and stakeholders are able
to learn from each other by participating in discus-
sions and by exchanging information, views, and
analyses; and instrumental value, as HBP policy is
made more legitimate, more acceptable, and more
defensible. Transparency; consistent, stable, and
coherent decisionmaking structures; and participa-
tion are three key elements of good governance that
have the potential to improve the HBP decisionmak-
ing process. Good governance can also come at a
cost. It can carry risks, and, if handled poorly, it can

be counterproductive.
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CHAPTER 2

Tracking the Benefits Package from Paper to Practice

Monitoring and Evaluation

Ricardo Bitran

At a glance: Monitoring and evaluation—from design through implementation—help to ensure that the

benefits package is achieving the health policy objectives.

Low- and middle-income countries are increas-
ingly adopting health benefits packages (HBPs)
as core elements of their national policies to achieve
universal health coverage (UHC). For example,
Mexico’s Seguro Popular (Popular Insurance), which
offers coverage to low-income citizens without social
health insurance, has two HBPs: one for common
ambulatory and hospital services and another for
infrequent and high-cost services." Vietnam has
implemented a mandatory HBP for all citizens,
including outpatient and inpatient services, screen-
ing, and medicines.”> And Ghana’s National Health
Insurance Scheme offers a broad HBP, with interven-
tions addressing 95 percent of the causes of the coun-
try’s burden of disease.?

The prominence of HBPs in countriess UHC
strategies necessitates monitoring and evaluat-

ing (M&E) of their construction, implementation,

operation, and revision, and their consequences for
health system performance—yet few developing
countries have adopted HBP-specific M&E systems.*
This chapter thus seeks to fill a gap in knowledge. It
reviews the areas that should be the subject of M&E
efforts, the types of M&E that should be undertaken
during each stage of the policy cycle, and the associ-
ated information needs. It also offers existing exam-
ples of HBP-related M&E efforts from low-, middle-,
and high-income countries.

This chapter first defines the concepts of moni-
toring and evaluation. Next, it establishes the differ-
ence between M&E of UHC at the global level and
M&E of HBP-related policies at the country level. It
then considers the role of M&E during HBP design
and revision, during HBP implementation, and for
assessing the consequences that the HBP has had on
health system performance (or results).
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Monitoring and Evaluation

Monitoring refers to a family of methods for data col-
lection and analysis. It is a systematic effort under-
taken during the implementation and operation of a
project or a policy that is intended to help improve its
design and adoption, with the ultimate goal of improv-
ing health system performance. Monitoring provides
early indications of progress toward the development
of project or policy activities, resulting outputs, and
achievement of overall project or policy objectives. It
is undertaken more frequently than evaluation.
Evaluation is concerned with the outcome of a
project or policy, and is conducted with the aim of
fine-tuning design or informing future projects or
policies. Evaluation examines longer-term results and
identifies how and why activities succeeded or failed.
The resource-intensive nature of evaluation efforts,
in terms of data collection needs and analysis, means
that evaluations are conducted sporadically—gener-
ally every few years, sometimes at regular intervals.
Further, evaluations generally focus on phenomena
that change slowly over time, meaning that changes
will only be statistically detectable over a longer time

horizon, hence their lower frequency.®

M&E of UHC versus M&E of HBP

The recent focus on UHC has led policymakers,
project managers, donors, and academics to develop
M&E methods to track progress toward that goal. An
important distinction is made here, however, between
M&E for UHC and M&E for a specific country’s
efforts to design, update, and implement its HBP.

A significant body of literature considers the
former topic: M&E for UHC. For example, a 2014
series in PLOS Medicine reviews methods to measure
progress along the three dimensions of the UHC
cube (see chapter 6) and offers applied case studies
from several countries. The World Health Organiza-
tion (WHO) and World Bank also shared guidance

on the measurement of progress toward UHC in
their 2013 report,® and the Organisation for Eco-
nomic Co-operation and Development (OECD) has
disseminated methods for its member countries.”
However, these efforts pay only limited atten-
tion to the important differences that exist across
countries in the content, per capita cost, policies,
and implementation modalities of country-specific
HBPs—a point noted by Amanda Glassman and
Maria-Luisa Escobar.® They also largely ignore dif-
ferences in the UHC coverage objectives adopted
by different countries. For example, the WHO and
World Bank seem to assume that progress toward
UHC would be identical in two countries if they
exhibited the same gains in health status and finan-
cial protection, or if both achieved the same coverage
or delivery level for some specific intervention. Their
aim is to identify unique and globally comparable
indicators that can determine each country’s prog-
ress toward some universal UHC goal. They state
that “in order to facilitate global UHC tracking, it is
recommended that countries focus on a common and
comparable set of tracer indicators, covering health
promotion, illness prevention, treatment, rehabil-
itation and palliative care.” Different countries,
however, have different HBPs and policy objectives.
Progress toward UHC in each county should thus
be measured against country-specific policies and

objectives in addition to universal UHC goals.

What should be monitored and evaluated?

A new HBP-based policy involves four distinct
phases, each of which must be the subject of monitor-
ing, evaluation, or both. They are shown in figure 1 as
a circular diagram intended to symbolize the cyclical
nature of the health policy process. The activities that
the figure represents, however, evolve over time in a
continuum. The numbers that precede each element
in the figure denote the sequence in which activities

occur over time.!°
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FiGure 1. The HBP Monitoring and Evaluation Cycle
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The first phase is HBP design, where policymak-
ers and technical experts construct a HBP and con-
ceive of the requisite arrangements for its delivery.
Those arrangements may include collection of addi-
tional financing to pay for HBP delivery, criteria and
methods to identify and enroll HBP beneficiaries,
strengthening of health services physical infrastruc-
ture so that providers will be capable of delivering
HBP services, hiring and training for clinical and
administrative health staff, adoption of contracts and
payment methods to compensate providers, instru-
ments to ensure that HBP services are of acceptable
quality, and M&E systems to assess the performance
of the HBP policy. The design phase ends once the
first steps are taken to turn the new policy into action.

Design is followed by implementation, or the
period during which all HBP-related arrangements,

such as those just listed, are put in place. During
implementation, the financing entity will begin to
collect its needed revenue, HBP beneficiary identifi-
cation and enrollment will begin, HBP services will
be offered to beneficiaries, and so forth.
Implementation gives way to operation, or a
period in which the new policy, with its associated
arrangements, is fully functional. It may be argued
that implementation never ends, and there is thus
no recognizable moment when all policy arrange-
ments are functional and stable. From this perspec-
tive, implementation and operation may be viewed
as a single continuous phase. For operational pur-
poses, implementation ends at the point when new
mechanisms, such as beneficiary identification and
enrollment, quality assurance, and resolution of ben-

eficiary grievances, are functional, even though they
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may not yet apply to all intended subjects. For exam-
ple, if a new system of provider accreditation is fully
functional, then the implementation of accreditation
is considered to have ended even if some provid-
ers are not yet accredited. Likewise, implementa-
tion of a beneficiary identification and enrollment
system ends when the system is functional even if
not all target beneficiaries have been identified and
enrolled in it. During operation, the accreditation
system expands its geographic scope to reach a grow-
ing number of providers, and the identification and
enrollment system reaches new beneficiaries.

The fourth phase is evaluation, a process through
which information is collected and analyzed to assess
the performance of the HBP policy. To be useful, the
evaluation can occur only when sufficient time has
elapsed since the beginning of implementation, such
that the system being assessed closely represents the
state of current operation. Typically, implementa-

tion may take one to two years. Further, some of the

phenomena being evaluated, such as morbidity and
mortality indicators, out-of-pocket spending, and
beneficiary health service consumption patterns,
take several years to change in a way that can be sta-
tistically established with confidence. Hence, the
evaluation of a new HBP reform may only be carried
out three to five years into the reform.

Monitoring efforts carried out during project
implementation by those responsible for Argentina’s
Plan Nacer helped them detect problems and search
for causes and solutions. Plan Nacer was first imple-
mented in 2004 in the country’s poor northern prov-
inces (phase 1), and in 2007 it was expanded to the
remainder of the country (phase 2). For example,
monitoring results from 2011 showed that coverage of
the target population in phase 2 provinces was nearly
as high as in phase 1 provinces—but all other perfor-
mance indicators were lagging (as shown in figure 2).
Plan Nacer’s implementation unit concluded that
although there had been sufficient numbers of staff

FIGURE 2. Argentina’s Plan Nacer: Monitoring of Selected Performance Indicators

in Northern and Southern Provinces, 2011
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in place during the smaller phase 1, human resources
were being spread too thin under the phase 2 expan-
sion. Additional staff were needed to strengthen
implementation efforts in the remaining provinces.

Evaluation results help determine whether a new
policyis achievingits expected results. For example, an
evaluation of Plan Nacer showed that the infant mor-
tality rate (IMR) had dropped by 15.4 percent nation-
wide between 2004 and 2009, but it had fallen by a
far greater 23 percent in the northern (phase 1) prov-
inces. Consequently, as shown in figure 3, the IMR gap
between the northern provinces and the entire coun-
try narrowed, an effect attributed to Plan Nacer."

The timing of M&E efforts for a HBP depends on
the duration of each of the above phases, from design
to operation. It will also vary from country to coun-
try, depending on local circumstances. In general,
the design phase takes between one and two years,
a period during which design efforts should be mon-
itored to ensure that they are progressing according
to plan (see figure 4). Implementation may also take

a year or two, followed by a period of steady-state

operations. Monitoring efforts should also accom-
pany implementation and operation. Evaluation may
occur after the project has been in operation for three
to five years. The evaluation effort itself may take
between one and two years, because designing and
implementing evaluation methods and instruments,
including field data collection, is time consuming.
Evaluation results may lead to revisions of the HBP

policy, a process that may take up to a year.

HBP Design and Revision

Designing a HBP is a one-time event that gener-
ally takes place in the context of structural policy
changes. In contrast, the revision of a HBP should be
arecurring activity. For this reason, the M&E efforts
associated with design and revision differ.

Policy design is a process whose intermediate
activities and products include consultations, debates,
studies, and blueprints, and whose end result is the
formulation of laws and regulations. This section pro-

poses a framework for the monitoring of HBP design.

FIGURE 3. Argentina’s Plan Nacer: Evolution of Infant Mortality Rate

in Northern Provinces and in Country, 2004-09
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FiGURE 4. Hypothetical Time Frame: From Design to Evaluation of a HBP Policy
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It outlines key elements related to the logic, pro-
cesses, and products involved in design. It is intended
to be of use for technicians involved in policymaking
as well as development agencies involved in technical
assistance for UHC- and HBP-related policies.

Design

In any given country, HBP design is driven by spe-
cific policy objectives. Thus, the health services to be
contained in the package and the conditions under
which those services are to be provided are based on
their expected contributions to those objectives.
Countries adopt a wide variety of policy objec-
tives. Before discussing an approach to evaluate the
performance of the HBP design process, it is neces-
sary to define what “good” performance means in
this context. Many authors and development agen-
cies endorse a normative conceptual model, which
states that the ultimate objectives of any health
system should be those shown on the right-hand
side of figure S: improving health status, protect-
ing households financially against catastrophic and
impoverishing health expenditures, and responding

to citizens’ health expectations.’? This framework

also considers intermediate objectives, such as the
improvement of equity in access to health services,
the increase in health system efficiency, and the
enhancement of service quality.

M&E of a HBP design process should at least
inquire as to whether the three policy objectives
of health improvement, financial protection, and
responsiveness were considered and, if not, should
assess the rationale for their exclusion. After all, a
HBP is the core of a health insurance system and, as
such, it is to be expected that its aims include finan-
cial protection of beneficiaries against health shocks.

Whether improving health status should be the
aim of all HBPs, however, is less clear. For example,
Mexico’s Seguro Popular is built around two HBPs,
one of which is designed exclusively to offer financial
protection to its beneficiaries. Health status improve-
ment did not inform the definition of its contents;
instead, its contents were based on the expected
cost of treatment. Therefore, it would be incorrect in
this case to evaluate HBP design with respect to its
impact on health status improvement.

The inclusion of citizen preferences as a key
design objective to be evaluated also varies. For

political or other reasons, not all policymakers will
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ricure 5. Health System Policy Framework
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want to lead a citizen consultation process to assess
preferences that could be used to formulate a HBP’s
contents; whether or not they do will depend on the
kind of government that exists and the value that pol-
icymakers ascribe to popular participation in policy
formulation. Some governments may choose (and
have chosen) to adopt a purely technocratic approach
to formulate their HBP without any public consulta-
tion; the pros and cons of this approach are discussed
at greater length in chapter 1.

The focus of the assessment is on the coherence
between design and objectives, not on the merits of
the objectives. More specifically, it proposes six key
principles for a template for the evaluation of HBP
design: (1) conduct of a sound assessment of health
system performance, (2) existence of explicit objec-
tives guiding design, (3) coherence between objec-
tives and design, (4) clarity in the enunciation of
benefits included in the HBP, (S) financial feasibility

PROGRESS TOWARD UHC

Goals
(final
results)

Objectives
(intermediate
results)

Improve equity Improve
in access and health
financing status
Health Achieve Confer
Benefits greater financial
Package efficiency protection
Meet Respond to
quality people’s
standards demands

of the HBP, and (6) supply sufficiency to meet the
demand for HBP services (see figure 6).

Sound assessment or diagnosis. A sound assess-
ment of health system performance must be the
point of departure of any health policy effort. A
sound assessment is one in which the most import-
ant performance variables (or desirable results) have
been identified, in accordance with local values;
those variables have been measured; and a correct
conceptual framework has been formulated linking
policy action with performance. A sound diagnosis
is indispensable to achieve improved health system
results, but it will lead to better results only if fol-
lowed by good implementation. A well-implemented
but poorly designed health policy is also undesirable.

Further detail on the components of a sound
health policy assessment is beyond the scope of this
chapter." Still, the evaluation of a HBP design should
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riGURE 6. Potential Principles against Which to Monitor HBP Design

Design of HBP

Was an assessment of health system
" performance carried out at the outset of the
HBP design process?

_ Was performance assessment supported by an
appropriate causal framework of performance?

~ Population coverage expansion
~ Financial protection

- Health status

~ Beneficiary satisfaction

= Equity in access

~ Equity in financing

~ Quality of care

~ Efficiency in provision

= Other prioritization criteria

~ Were all the policy objectives observed in
HBP formulation?

= Were the prioritization criteria used appropriate
for each objective?

~ Are the methods used to account for each
criterion clear?

_ Was the quality of the information used to
quantify each criterion acceptable?

Will there be time limits for beneficiaries to
" obtain HBP services once they demand them?

= Will there be explicit quality guarantees?

. Will there be an explicit definition of financial
coverage?

Was an actuarial study carried out to estimate
~ future HBP costs? Were the data used reliable,
and were its methods sound?

Was an analysis of financial feasibility conducted
= to estimate future public financing available and
consistency with HBP funding needs?

Was an assessment of supply needs and
- .
capacity undertaken?

_ Were actions taken to overcome supply
deficiencies?
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not accept any policy objective or causal theory at
face value. Instead, it should verify that the design
was supported by a sound diagnosis and an appro-
priate causal theory about the determinants of health

system performance.

Explicit objectives. A first evaluation principle that,
without controversy, should be observed in any HBP
formulation process is that design should be driven
by a set of explicit objectives. Those objectives gener-
ally vary among countries. Yet, as part of the assess-
ment of HBP design, it is useful to verify whether the
three ultimate objectives given above (figure 5) were
among the drivers of the design. HBP design may
even omit certain desirable policy objectives. For
example, consider a country or region whose popu-
lation is greatly dissatisfied with the services offered
in its health system. Policymakers could mistakenly
disregard this dissatisfaction when formulating a
new HBP, thus missing an opportunity to address an
important social problem.

Three examples that illustrate the diversity of
policy objectives in HBP design are those of Medic-
aid in Oregon (United States), Norway, and Israel. In
Oregon, the public health insurer (Medicaid) sought
to formulate a HBP with the dual objectives of cov-
ering the entire state population falling below the
federal poverty line and maximizing the population’s
health status. Making the HBP publicly affordable
would require a trade-off between access and bene-
fits, as the breadth of the existing package would have
to be reduced to make a less expensive (and smaller
scope) package available for the entire target popu-
lation."* Initially, Oregon constructed a HBP that
would maximize health status by identifying priority
health problems and available health interventions,
and then ranking the latter based on their health
impact. Thus, from a M&E perspective, Oregon met
the first principle of HBP design: making its objec-
tives explicit and using a design method consistent

with those objectives.

In Norway, the commission set up in 1987 to for-
mulate health policy priorities decided to use sever-
ity of a health condition as the exclusive basis for
prioritization, outlining five groups with descending
levels of priority: emergency care for life-threatening
diseases; treatment that prevents catastrophic or
very serious long-term consequences, such as cancer
treatments; treatment that prevents less serious long-
term consequences, such as medication for hyperten-
sion; treatment with some beneficial effects, such as
medication for common colds; and treatment with
no documented effects.’ In Israel, the National
Health Insurance (NHI) law passed in 1995 guar-
anteed health insurance coverage to all citizens and
created a need to define an associated HBP. When
the law was first adopted, government decided that
the current package of the largest existing sick fund
would also be covered under the new HBP, a “grand-
fathering” of preexisting benefits plans under the
new insurance scheme. Thus no explicit process for
deciding on the HBP was undertaken at the time,
though it was recognized that a process was needed
for updating the HBP in the future.'

How can a country reconcile its own objectives
associated with its HBP with the general objectives
formulated in the above models? Should all coun-
tries” health systems seek to improve health status,
financial protection, and responsiveness, in addition
to any other specific objectives that they may have?
Should HBP design be evaluated against these gen-
eral objectives, even if they are not included among a

country’s explicit policy objectives?

Coherence. A second principle in the formulation
of any HBP, and therefore its monitoring, is that
of coherence between the HBP objectives and the
actual criteria used to construct it. Oregon exhib-
ited this coherence when redesigning its Medicaid
HBP (see above): it formulated a package whose esti-
mated total cost (cost per capita X number of target

beneficiaries) was within its available budget, and
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it adopted cost-effectiveness criteria so the package
would maximize health status."”

The need to undertake a health reform with a
HBP at its core is often driven by general policy
objectives, whose coherence with the resulting HBP
may be overlooked and thus the subject of assess-
ment. For example, Peru motivated its adoption
of a new HBP, the Essential Health Insurance Plan
(Plan Esencial de Aseguramiento en Salud; PEAS),
by stating that the new policy should guarantee the
right to promptly access quality healthcare, protect
families against the impoverishing effects of illness,
and improve overall health status to boost economic
productivity. An assessment of PEAS should include
an evaluation of the extent to which it contributes to

these three policy objectives.

Clarity. A third principle related to the formulation of
a HBP, and therefore its monitoring, is clarity: which

services are included in the HBP, which services are

excluded, and what is the meaning of inclusion and
exclusion? Of the five principles suggested here, this
is probably the one most often overlooked. In most
low- and middle-income countries, adoption of a
publicly financed and explicit HBP does not imply
discontinuation of public financing for excluded
services. Instead, it generally means that higher pri-
ority will be given to HBP services than to services
excluded from the package. For example, if emer-
gency treatment for myocardial infarction is among
the HBP benefits but coronary bypass surgery is not,
it will not always follow that the latter will be discon-
tinued in government health facilities or that public
funding for it will stop. Publicly financed bypass sur-
gery may still be offered but with rationing mecha-
nisms, such as queues and quality deficiencies, that
should not occur for HBP services.

Figure 7 presents two possible but hypothetical
trajectories for the evolution of public financing for

priority and nonpriority health services. Diagram

ricure 7. Hypothetical Evolution of Public Spending on HBP and Non-HBP Services
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A (left) represents a situation in which the share of
public spending allocated to HBP services grows
over time, consistent with the goal of increasing con-
sumption for these services. In contrast, diagram B
(right) depicts a scenario in which public financing
for HBP services increases in absolute terms, but
its share remains constant over time. Case A unam-
biguously represents a situation where the pattern
of public spending is coherent with the priorities,
whereas case B does not; this is true even though
public financing for HBP services, in absolute terms,
is growing in both scenarios. Of course, several other
spending patterns can be envisioned, including one
where the growth rate of HBP spending is lower than
that of expenditure on nonprioritized health services.

Itis important to consider these scenarios before-
hand, when the HBP policy is being designed. Doing
so helps policymakers to create clarity about policy
priorities and negotiate with budget holders in the
ministry of finance. A study commissioned by Chile’s
Ministry of Health sought to assess how government
health spending had been allocated between the
priority health services contained in that country’s
AUGE (for its Spanish acronym for Universal Access
with Explicit Guarantees) benefits package and other
nonpriority services. Its methods and findings are

summarized in box 1.

Financial feasibility. A fourth principle is financial
feasibility, or fiscal affordability. The general ques-
tion here is whether sufficient funds will be available
in the future to pay for the publicly financed share of
HBP services.

In the above example from Oregon state, afford-
ability was an explicit principle driving the design
process—but that is not always the case. For exam-
ple, Peru’s Ministry of Health designed its PEAS as
part of its 2009 health system reform under the Uni-
versal Health Insurance Law. PEAS was envisioned
as a universal HBP for all Peruvians, yet the package

was so generous that public financing has proved

largely insufficient to pay for its costs. Available
public resources allocated to the country’s Compre-
hensive Health Insurance represent only about one-
fourth of the total financing required to pay for PEAS
for its target population.'®

In Chile, the policymakers who designed the
AUGE HBP considered the financial feasibility princi-
ple as follows. First, they conducted an actuarial study
to estimate the future annual cost per beneficiary of
AUGE health services. Second, they determined
that there would be future gaps in public financing to
pay for those services. Third, they carried out a fiscal
space analysis to assess alternative ways of bridging
the expected financing gaps. Fourth, they selected a
politically feasible mechanism to generate additional
public resources: a one-percentage-point increase in
the value-added tax (VAT). Fifth, they passed a law to
increase the VAT. Additionally, to minimize the risk
of large, abrupt future imbalances in public financing,
they planned the implementation of the AUGE HBP
in phases over three years, starting with guaranteed
health treatments for 25 AUGE priority health prob-
lems in year one (2005), an additional 15 in year two,
and another 16 in year three. Additional policy mea-
sures to prevent fiscal imbalances included a manda-
tory actuarial study each time the Chilean Ministry
of Health considered expanding AUGE beyond the
initial 56 priority diseases and a cap on the per capita
annual cost of AUGE, with annual growth tied
according to the country’s real remunerations index.
Since the cost of AUGE would be financed partly
through mandatory social health insurance contribu-
tions by workers (a fixed percentage of their pay), and
partly through a 1 percent increase in the country’s
VAT, the rationale was that the cost of AUGE should
not increase faster than workers’ incomes. By 2013,
the AUGE HBP had grown to include guaranteed
treatments for 80 priority diseases. A new actuarial
study conducted in 2016 concluded that no additional
public financing would be available to expand AUGE
beyond the existing 80 priority diseases, and therefore
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gox 1. Chile: Allocation of Public Financing for Personal Health
Services before and after Adoption of AUGE Policy

Implementation of Chile’s AUGE HBP began in 2005 with coverage for 25 priority health problems.
Coverage grew to 40 health problems in 2006 and 56 in 2007. As of July 2016, the AUGE HBP
covered 80 priority health problems. These have been added progressively, approximately every
three years, following a legally mandated actuarial study and confirmation from the country’s Min-
istry of Finance that sufficient public financing would be available to support the expansion. With
each modification, the Ministry of Health passes a decree explicitly defining the new coverage.

To track the pattern of spending by FONASA, the large public insurer, covering 80 percent of
Chile's population, the Chilean Ministry of Health commissioned a study that estimated its spend-
ing on AUGE and non-AUGE services before and after the 2005 passage of the AUGE law. The
study assessed the effect of the AUGE law on FONASA spending patterns for prioritized AUGE
services and all others.

Many of the interventions included in the AUGE package were delivered by FONASA before
the AUGE law was passed, and therefore it was possible to estimate how much the public insurer
spent on AUGE services even before AUGE become a policy. Using the same method, it was also
possible to estimate AUGE and non-AUGE spending after the law passed (figure 8).

As the figure shows, the share of FONASA spending on AUGE services began to increase well
before the actual passage of the law with the same name. This may be explained by the early imple-
mentation of AUGE pilots. Further, as Chileans became acquainted with the concept of explicit
guarantees for prioritized health services—the core of the AUGE reform-they began to demand
from FONASA equal promptness in the delivery of non-AUGE care. Consequently, the share of
spending going to the prioritized AUGE package did not increase after reform implementation,
because non-AUGE services kept their share of the total budget more or less constant, as in the
case depicted in panel b of figure 7.

FIGURE 8. Chile: Breakdown of AUGE and Non-AUGE Spending by FONASA, 2001-09
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the health ministry decided to delay further expan-
sion of AUGE until at least 2019, when a new actuarial
study will be conducted.

Colombia’s 1994 health reform devised two sep-
arate HBPs: a larger self-financed one known as the
Mandatory Health Plan (Plan Obligatorio de Salud;
POS), for the contributing members of the country’s
social health insurance system; and a smaller publicly
subsidized HBP, known as POS-S (Plan Obligatorio
de Salud-Subsidiado), for the lower-income social
health insurance population. During the design
phase, policymakers conducted a financial feasibility
analysis of their proposed reform. They estimated that
future growth in public revenue would make it pos-
sible to progressively expand the breadth of POS-S,
such that by 2000 it would be equal to the POS health
package. Regrettably, an economic recession hit
Colombia in the mid-1990s and reduced growth in
public revenue relative to what health reformers had
envisioned; this resulted in their inability to imple-
ment the originally planned expansion of the POS-S
package. Additionally, unforeseen evasion of social
health insurance contributions following the 1994
reform constrained growth in the financing base,
thus limiting the magnitude of the cross-subsidy
that contributing members granted to subsidized
members. Further, successful legal claims by social
health insurance beneficiaries forced their insurers
to pay for health services not included in the POS or
POS-S packages, which also constrained growth in
the range of benefits offered under POS-S. In sum,
while Colombian policymakers did conduct a fiscal
impact analysis of their reform and devised a financ-
ing plan, some of their key financing assumptions did
not hold and unexpected events undermined its fiscal
viability. By 2010, Colombia’s new administration set
out to overhaul the country’s health system through

a major reform process.

Supply sufficiency. A fifth and final principle is avail-
ability of sufficient human and physical resources

within the country, and within each of its regions, to
deliver the services contained in the package. This
means that those responsible for HBP design should
verify that the required human resources, equipment,
drugs, and infrastructure will be available in sufficient
quantities to meet the expected demand for services.
This principle was initially observed in the case
of Chile’s AUGE."” For example, in its initial for-
mulation, AUGE included emergency treatment for
myocardial infarction but excluded the implantation
of a stent among its covered benefits because design-
ers were aware that Chile did not have many cardiac
surgeons spread throughout the country. Subsequent
revisions of AUGE, however, failed to observe the
principle of supply availability. By mid-2015, 10 years
into the AUGE reform, several thousand beneficiaries
of the public insurer, FONASA (Fondo Nacional de
Salud; National Health Fund), were on waiting lists
because of unlimited capacity among public providers
(table 1). Political preferences and fiscal constraints
kept FONASA from purchasing these services from
private providers, whose prices for some guaranteed
AUGE services tend to exceed those that the public

insurer would pay to public facilities.

Revising a HBP

As new health technologies emerge and new health
problems develop, public health authorities must
determine whether it would be socially beneficial to
update a HBP by incorporating new interventions or
removing old ones. More generally, HBP revision is a
periodic process that may occur annually or every few
years in response to changing resource constraints,
preferences, technological innovations, epidemiolog-
ical conditions, and other factors. Ideally, the five key
principles proposed to assess a HBP design process
should also apply to the HBP revision process.
Monitoring and evaluating the HBP revision
matters because some countries may simply fail to do

it, or they may update it in a way that is inconsistent
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tABLE 1. Chile: Number of Individuals Facing Unmet Guarantees for Health Treatments Contained
in the AUGE Health Benefits Package as of June 2015 (quantity of patients on a waiting list)

Between Between More Total
Health problem with guaranteed coverage Lessthan 31 and 61 and than unmet time
under AUGE 30days 60days 90days 90days guarantees
Cataract 401 804 482 416 2,103
Diabetic retinopathy 249 323 234 525 1,331
Oral health for pregnant women 154 106 89,134 439 788
Secondary prevention of end-stage chronic renal failure 108 133 351 6 726
Cancer of the cervix 236 136 968 165 596
Breast cancer 173 140 110 491 491
Bladder cancer preventive cholecystectomy 135 104 6,957 121 429
(36-Ortesis)—Orthosis 163 110 57 79 409
Visual impairment 222 139 28 10 399
Use of hearing aid for adults’ bilateral hearing loss 98 11 3 107 219
Prostatic hyperplasia 38 41 2,627 90 195
Hip arthrosis 27 30 189 10S 189
Depression 30 37 29 87 183
Hip dysplasia luxating 66 40 18 149 149
Herniated nucleus pulposus 32 32 20 64 148
Pacemaker 43 38 16 2,248 119
Adultlymphoma 28 29 11 116 116
Squint 68 24 11 9 112
Primary tumors of the central nervous system 23 22 21 41 107
End-stage chronic renal failure 49 17 9 25 100

Source: Subsecretaria de Redes Asistenciales del Ministerio de Salud (2015).
Note: Only unmet guarantees with 100 or more beneficiaries are reported in the table.

with policy objectives or with resources constraints.
Argentina’s Plan Nacer (subsequently renamed
SUMAR) is an example of the latter. Plan Nacer
emerged as a federal health policy initiative in the
aftermath of a deep economic and political crisis
that occurred in 2001. A prioritization process to
define the initial contents of the HBP was guided by

evidence of deteriorating health indicators among
low-income children in the nine provinces of the
country’s northeast and northwest. Accordingly,
the initial contents of Plan Nacer’s HBP comprised
a narrow set of health interventions to treat and pre-
vent child diseases and deaths. Concrete evidence of

success in these initial regions led to the expansion
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FIGURE 9. Argentina: Beneficiary Population and Health Services Expansion Path of Plan Nacer
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Source: Giedion, Bitran, and Tristao (2014).

of Plan Nacer to the remaining 15 provinces (figure
9). Despite Plan Nacer’s inability to demonstrate
improvements in mothers’ and children’s health
status in the remaining 15 provinces, and notwith-
standing significant federal budget constraints and
meager provincial financial contributions, policy-
makers continued to enlarge the HBP’s set of inter-
ventions and its beneficiary groups. By 2015, several
hundred interventions were included in Plan Nacer’s
HBP, contrasting with the handful in its original
design.?® This suggests that the revision may not have
responded to rational policy criteria such as financial
feasibility and supply sufficiency.

Some European countries systematically carry
out studies of incremental cost-effectiveness to com-
pare the expected health gains from covering a new
health intervention with the intervention’s cost. In
other words, they seek to answer the question does
the intervention offer good value for money? Some
countries have implicit or explicit cost-effectiveness
thresholds to decide whether or not to include a new
intervention in the publicly financed HBP. For exam-
ple, the United Kingdom’s National Institute for
Health and Clinical Excellence uses a threshold value
of £20,000 to £30,000 (about €24,000 to 36,000)
per quality-adjusted life-years (QALY) gained. In
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the Netherlands, a frequently cited threshold value is
€20,000 per QALY.”

The existence of explicitand clear criteria to update
HBPs is rare in developing countries. For example, in
Honduras, the agency responsible for contracting the
general practitioners who deliver HBP services seems
to lack explicit criteria for deciding when and how to
update its HBP. For example, new additions over the
past five years include distribution of micronutrient
powders, nutrition counseling (comprehensive care
for children in the community), and zinc for treatment
of diarrhea. The motivation behind these updates has
not been clearly documented.*?

In Chile, the AUGE HBP is reviewed and revised
every three years. A special institution operating
within the Chilean Ministry of Health, known as the
AUGE Consultative Council, is responsible for decid-
ing on revisions to the HBP. The council uses infor-
mation from the most recent actuarial study about the
expected annual cost per beneficiary of potential inter-
ventions, but it also uses other criteria that increase
the complexity and ambiguity of the process, at least
relative to the simpler processes adopted by European
countries (see above) where cost-effectiveness analysis
provides a clear-cut decisionmaking tool.

In sum, this section has presented a rationale for
assessing the design and revision of HBPs in develop-
ing countries. It proposed five key principles to assess
a HBP design and revision process. The principles
include the existence of explicit objectives, the coher-
ence between HBP objectives and its design or revi-
sion, clarity in the enunciation of benefits included,
financial feasibility, and supply sufficiency to meet
the demand for HBP services.

HBP Implementation and Operation

Although formulating and implementing policy are
both difficult challenges, they are of a very different

nature. Implementation is the process of turning

policy into practice. Implementation of HBPs typ-
ically occurs in what can be characterized as a top-
down approach, which sees policy formulation and
policy execution as distinct activities. HBP design
andrelated policies are setathigherlevelsina political
process and are then communicated to subordinate
levels responsible for the technical, managerial, and
administrative tasks of putting policy into practice.
Political scientists have theorized that the top-
down approach requires that certain conditions be
in place for policy implementation to be effective,

including the following:

e Clear and logically consistent objectives

o Adequate causal theory (to how particular

actions would lead to desired outcomes)

e Animplementation process structured to
enhance compliance by implementers (incen-

tives and sanctions)
o Committed, skillful implementing officials
e Support from interest groups and legislature

e No changes in socioeconomic conditions that
undermine political support or the causal theory

underlying the policy
o Adequate time and sufficient resources available

e Good coordination and communication.

The above points are relevant in the context of HBPs.
The first two bullets highlight the importance ofa good
diagnosis about health system performance. Health
system problems must be identified and their causes
understood. The construction and implementation of
a HBP may be among the desirable policy actions to
improve equity and efliciency. The causal link between
the delivery of prioritized services and improved per-
formance must be clearly established, to ensure that

the policy is indeed necessary and that it will achieve
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improved results. The points also highlight the impor-
tance of committed implementers and stakeholders,
ample time for implementation and for additional
resources, and good coordination and communication.

The following are frequent problems associated

with the top-down approach to implementation:

o Itisvery unlikely that all preconditions would be

present at the same time.

o Itadopts the perspective of only those in higher
levels of government and neglects the role of

other actors.

o Itrisks overestimating the impact of government

action (neglects other factors).

e Itis difficult to apply where no single, dominant

policy or agency is involved.

e Policies change as they are being implemented.*

The above general conditions or enabling factors
related to health policy implementation, as well as
the potential implementation problems, apply well
in the context of HBPs. However, it is important to
list all enabling factors that are specific to the suc-
cessful implementation of HBPs (see also figure 10).
Implementation can and must be the subject of M&E.
Deficiencies in implementation will weaken the HBP-
based initiative and limit its impact. At the end of this
section, an instrument in the form of a checklist is

proposed for use in the M&E of HBP implementation.

Demand for HBP services. In some situations, the
lack of consumption of a specific health intervention
stems not from a lack of supply but from insuflicient
demand. Simply including services that the popula-
tion does not want in the HBP will not change the
root cause of the problem; demand, and therefore uti-
lization, will remain unchanged. Other policy mea-
sures, such as public and patient education, may be

effective in promoting demand for services with low

perceived value for individuals that nonetheless are
cost-effective or have high social benefits, including
some preventive services and institutional deliveries.
Only once those complementary policies are adopted
to promote demand does it make sense to devote
public resources to the supply of those services in a
HBP. In Chile, for example, policymakers mandated
inclusion of preventive health interventions for adults
in the AUGE benefits package. Demand for these ser-
vices has always been very low, however, because ben-
eficiaries do not perceive those services as sufficiently

beneficial, even if offered at no direct cost.

Informed beneficiaries. The beneficiary population
of a HBP must be well informed about its contents, the
circumstances under which they can obtain its services,
and their responsibilities with regard to the HBP. Anec-
dotal evidence suggests that the population often has
limited information about the services offered under
the HBP and the right to demand and obtain HBP
services. Therefore, health authorities must make a
concurrent effort to relay this information to the public
through mass communication campaigns, with the
help of healthcare providers, or through other means.
An example of the importance of educating ben-
eficiaries comes from Chile’s AUGE. There, individ-
uals enrolled with a private social health insurer face
a trade-off between their ability to select any health
provider and the size of their copayment. To make an
informed choice, they must understand that they can
receive AUGE coverage for any of the 80 priority dis-
eases and their copayments will be smaller, but their
choice of provider will be restricted to the network
of providers for that specific disease (for example,
the network of oncologists). If, instead, the patient
decides to forgo AUGE coverage, he or she is free to
go to the medical doctor of his or her choice under the

regular health plan, but copayments will be higher.

Provider information. Healthcare institutions and

professionals must also be informed about the new
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ricure 10. Enabling Factors for Successful Implementation of a HBP Policy

Successful
implementation

of HBP

Source: Author.

policy and their respective new roles. Specifically,
managers and health staff should be well acquainted
with the services they are expected to deliver, includ-
ing their quality, and should become familiar with the
administrative or patient education actions required
to successfully deliver the prioritized services.

In Uruguay, for example, the adoption of the Com-
prehensive Health Care Plan (PIAS) benefits package
called for the establishment of clinical management
standards defined in handbooks, along with techni-
cal guidelines and corresponding protocols to aid in
the selection of prioritized procedures. This led to the
standardization of medical practice for interventions
contained in PIAS and meant that medical doctors
had to become acquainted with and modify their
medical practice to comply with the official protocols.

Another example about required changes in pro-
vider behavior comes from Chile. Under the AUGE

law medical doctors are required to inform the patient,

when applicable, that their medical condition is cov-
ered by AUGE, and must give the patient a signed
written certificate with this information. Patients
covered by private insurers can then decide to seek
treatment and financial coverage under AUGE, or to

obtain care under their regular health plan.

Provider incentives. Defining certain services as
social priorities and including them in a HBP will not
always result in increased provision of those interven-
tions. Commonly, economic and other incentives will
be required to induce appropriate provider participa-
tion in the delivery of HBP services. Those incentives
are paid in recognition of the additional effort that
providers sometimes must make to induce demand
for services that the population undervalues or to pur-
chase the additional resources needed for provision.
For example, Peru’s Comprehensive Health Insur-

ance decided to adopt fee-for-service payment to
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induce government healthcare providers to engage
in the provision of priority services. Government
providers receive most of their financing through a
budget, but since many of them are close to full capac-
ity, they need incremental resources to pay for the
additional inputs required to deliver PEAS services,
including doctors’ time, drugs, and medical supplies.

Mexico’s Seguro Popular offers another exam-
ple of how financial incentives to providers may
be required to promote their participation in ser-
vice delivery for priority interventions. The state of
Hidalgo adopted a system of financial rewards to
promote delivery of underutilized preventive health
services for diabetes, cardiovascular health, prena-
tal care, breast cancer screening, oral health, family
planning, chronic disease prevention, and reduction
of preventable surgery and hospital readmissions.
Indicators related to delivery or coverage were for-
mulated and initially measured to establish the
baseline. A monitoring system was put in place to
measure the evolution of the indicators, and a system
of rewards established wherein providers received a
bonus equal to 10 percent of their budget if they met
target delivery indicators.**

The designers of Plan Nacer in Argentina were
aware of the need for additional financial and eco-
nomic incentives to promote delivery of priori-
tized health services in government health centers
around the country. Accordingly, they devised a
performance-based financing scheme through which
provinces would receive additional federal financing
if they met certain healthcare delivery targets (figure
11). Provinces, in turn, were encouraged to setup a fee
schedule and to pay their providers fee-for-service.
Evaluations of Plan Nacer showed that delivery tar-
gets were generally met and that the health status of

mothers and children improved accordingly.

Explicit quality. Delivering quality healthcare is a
main objective of reforms based on HBPs. Ensuring

appropriate and uniform service quality improves

health system efficiency (service delivery effectively
improves health status) and equity (all HBP benefi-
ciaries have access to services of homogeneous qual-
ity). For this reason, HBP construction and delivery
policies typically include mechanisms to ensure
quality of care. These may consist of the development
and use of explicit treatment protocols, the training
of health staff in the compliance with those proto-
cols, the adoption of monitoring systems to assess
quality, the licensing and accreditation of health
professionals and institutions, and the operation of a
quality assurance entity.

In Mexico, quality assurance was a pillar of the
Seguro Popular policy initiative, with its central
managerial reform under the so-called National Cru-
sade for Quality in Health Care. This reform sought
to enhance patient safety, improve responsiveness,
manage facility accreditation and provider certifi-
cation, implement quality improvement initiatives,
measure technical and interpersonal quality, and
undertake performance benchmarking among states
and other organizations.*® The considerable increase
in public funding for Seguro Popular resulted in
significant improvements in access to care and in
financial protection for the beneficiary population.
However, household out-of-pocket spending did not
drop significantly as a share of total health financing
among beneficiaries.

The importance of achieving effective and last-
ing gains in health service quality became evident
in the context of Mexico’s reform. Felicia Knaul and
colleagues concluded that while additional financing
is generally necessary to improve access, financial
protection, and health status for the poor, it may not
be a sufficient condition to improve all dimensions of
health system performance. They noted that “until
universal access includes a guaranteed, acceptable
level of quality, the egalitarian exercise of the right to
protection of health will remain an elusive goal and
inefficient out-of-pocket spending will grow. Further,

without efficient use of current resources, generating
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rFiGure 11. Financial and Service Flows in Argentina’s Plan Nacer
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the additional fiscal space required to face the burden
of chronic diseases is politically unfeasible.”*
Chile’s health regulator took nearly a decade
after the implementation of the AUGE reform until it
could launch a system of provider accreditation. Fur-
ther, most government hospitals were not ready to be
accredited and had to be given an extended period to
make the required infrastructure investments and

operational changes needed to pass the accreditation.

Available inputs. The effective delivery of HBP ser-
vices generally calls for additional resources in the
form of health and administrative staff, buildings,
vehicles and equipment, pharmaceutical product
information technology, and new management sys-
tems. Additional financing therefore is needed to make
HBP-based reforms successful. In the absence of these
investments, HBP implementation may be ineffective,
as deficiencies in the supply of services are among the
main causes of underperforming health systems.

In Honduras, the evaluation of the feasibility of
the HBP in remote rural areas led to a supply adjust-
ment in some situations. However, in many cases,

policymakers fail to see a link between their plan to

Rest of the population

deliver HBP services to a defined beneficiary popula-
tion and the consequent need to reinforce the supply
side of the health system to enable it to meet the
demand for priority services.*”

In Chile, policymakers responsible for the AUGE
reform’s design and implementation did anticipate
the need to strengthen the supply of government
health services and carried out a national assessment,
followed by the implementation of an investment
plan, to endow providers with the needed resources.
Yet public providers maintained resource deficits
and management deficiencies, which kept them from
meeting AUGE demand. This was compounded by
a continued exit of government system medical spe-
cialists to the private sector, lured by higher wages.
Thisled to the appearance of waiting lines for services
that were outside of the AUGE benefits package, and
for AUGE priority services as well (see table 1).
Implementing agency. Implementing a HBP
requires that various actors in several parts of the
health system take many diverse actions. Ensuring
that these changes occur as planned is a major logisti-

cal challenge and therefore calls for the existence of an
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implementing agency and an appropriate implemen-
tation plan. This agency ought to be well acquainted
with the blueprint of the HBP-based reform and it
should be endowed with sufficient human, financial,
and physical resources to lead the implementation
process. In the absence of this institutional figure,
changes may not occur, may differ from plans, or may

not take place within the necessary time frame.

Capable health regulator with appropriate means.
Regulating the policy involving the HBP is as neces-
sary to its success as is appropriate implementation. To
avoid conflicts of interest, however, the regulatory role
should fall into the hands of a different entity than that

charged with implementation.

Monitoring and evaluation mandate. The health
regulator must have the mandate and means to mon-

itor and evaluate its implementation.

Evaluation of HBP Results

In the preceding sections, it was argued that sound
policy design and successful implementation are

indispensable to achieve desired improvements

FiGURE 12. Indicators in M&E Efforts for HBP policy

Monitoring focuses on these indicators

in health system performance. Monitoring these
activities helps to detect any problems and offers
designers and implementers an opportunity to take
any necessary corrective actions. Yet, sound design
and implementation will not guarantee a successful
reform. Success will occur only if the reform achieves
desired results in terms of expected improvements
in health system performance. The guiding light of
evaluation, therefore, must be the set of objectives
that motivated the reform. For example, if achieving
reductions in maternal and child mortality in rural
areas was a main reform objective associated with
the construction and delivery of a HBP, as in Argenti-
na’s Plan Nacer, then an evaluation to determine the
reform’s achievements should focus on those health
status indicators. If, instead, the chief reform objec-
tive was to reduce impoverishing and catastrophic
health spending on prioritized services, then the
evaluation should focus on assessing the financial
burden of household health spending.

Generally, health reform objectives sought
through HBP design and implementation may be
formulated in relation to performance variables that
belong to different conceptual domains, as shown in

figure 12 and table 2. Thus, some reforms may seek

Evaluation focuses on
these indicators and tries
to interpret observed
outcomes based on inputs,
processes, and outputs

e ™ / \
0 Human resources [ Number of Q Visits 0 Health patients
$® [ Buildings villages visited (1 Surgeries (1 Satisfied
° O Equipment [ Hours of [ Deliveries patients
E 0 Medicines operation > 1 Bed days > 1 Financially
X QEtc. (1 Compliance 1 Exams protected
with protocols population
Input Process Output Outcome
- pu utpu u Y,

Expected consequences of HBP policy

Short term (a few months)

Long term (several years)

Time frame over which results may be evaluated
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tAeLE 2. Domains and Examples of Indicators to Be Measured and Methods Used for HBP Policy Monitoring and Evaluation

Domains Indicators How to measure
Inputs Human resources = Analysis of staffing using central or regional payroll information.
= Field visits to a sample of facilities to assess actual staffing and hours worked.

= Interviews or focus groups of a sample of health facility staff, including administrators and
health workers, to assess their perception of pay and incentives in place to engage in the
delivery of HBP services.

Buildings " Analyses of executed investment budget at central or regional levels of government.

= Field visits to a sample of new or renovated health facilities to determine quality of con-
struction, degree of completion, and other aspects.

= Review of bidding processes for construction and renovation contracts. Interviews of staff
responsible for implementing contracts and of staff in construction companies.

Equipment = Field visits to a sample of new or renovated health facilities to determine presence, installa-
tion, readiness to function, and condition of new or renovated equipment.

Review of bidding processes for construction and renovation contracts. Interviews of staff
responsible for implementing contracts and of staff in medical equipment companies.

Medicines = Assessment of existence of drugs policy and law, if applicable.
= Assessment of procurement and distribution processes at central and regional levels.

= Field visits to central and regional distribution centers.

Field visits to a sample of health facilities at different levels of delivery system (pharmacies,
rural health stations, health posts, health centers, hospitals) to assess existence, stock levels,
stockouts, brand, packaging, conservation, and quality of drugs available.

Processes  Number ofvillages = Staffinterviews at a sample of health facility and mobile health teams to assess frequency of
visited visits, achievements, challenges, proposed solutions.

= Interviews of village and other local informants to assess compliance of health staff with
schedule of visits to villages.

Hours of operation ™ Field visits to a sample of health facilities to assess actual hours of operation. Interviews of
health staff to determine existence of compliance problems with work schedule.

= National or regional survey to a randomly selected (and possibly stratified) sample of
households to inquire about their actual experience accessing health services.

Compliance with = Assessment of the existence of treatment protocols as a national or regional policy.

treatment protocols . .
P = Review of training efforts undertaken by Ministry of Health to disseminate protocols and

to promote their appropriate use.

= Survey of sample of health facilities to assess whether health staff are aware and regularly
use HBP-related treatment protocols, and to identify any problems that they view in the
contents of the protocols or in their use.

= Exit surveys of a sample of patients in a sample of health facilities to inquire about the
services received.
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Domains Indicators How to measure
Outputs Visits = Analysis of administrative electronic records of service delivery information. National or
Surceries regional survey to a randomly selected (and possibly stratified) sample of households to
& inquire about their actual use of various health services.
Deliveries
Bed days
Exams
Other indicators
Outcomes  Healthy patients = National household survey of health status, including self-perception and anthropomet-
ric measurements (height and weight, blood pressure, blood samples for lab exams). The
Demographic and Health Survey is a good example.
Satisfied patients = Exit polls of a random sample of patients in a sample of health facilities to gather their satis-
faction with the services received.
= National or regional survey to a randomly selected (and possibly stratified) sample of
households to inquire about their self-perceived health status and need for healthcare, their
actual experience accessing health services, including their satisfaction with the services
received, healthcare-seeking patterns, and out-of-pocket spending on healthcare, medi-
cines, transportation, and related expenditures.
Financially pro- = National or regional survey to a randomly selected (and possibly stratified) sample of
tected population households to inquire about their self-perceived health status and need for healthcare, their

actual experience accessing health services, including their satisfaction with the services
received, healthcare-seeking patterns, and out-of-pocket spending on healthcare, medi-

cines, transportation, and related expenditures.

to improve the availability of certain production
inputs, such as human resources, through new hiring
and training, or essential drugs, viaimprovements in
procurement and distribution systems. Those pro-
moting these reforms may not make explicit refer-
ence to expected health system outputs or outcomes,
even though they may expect that both outputs and
outcomes will increase or improve if the availability
of key production inputs improved. Other policy-
makers may attempt to improve processes, such as
the technical quality of services through compliance
with standard treatment protocols. Here too, their
underlying expectation is that strengthened health-

care delivery processes eventually will result in more

and better outputs and outcomes. Other reforms may
set out to expand health service output, or the volume
of services provided to the whole population or to
certain target groups—for example, the proportion
of deliveries taking place in accredited health facil-
ities or the percentage of children fully immunized.
The expectation may be that higher volumes of out-
puts will result in improvements in health status.
Finally, some reforms may hope to improve health
outcomes, such as health status, or patient satisfac-
tion, or financial protection.

The further one moves to the right along the
policy domain diagram in figure 12, the longer the
time period required to be able to detect performance
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improvements through an evaluation. For example,
if the reform’s objective is improved availability of
certain inputs, then a few weeks or months may suf-
fice to assess whether or not the policy was success-
ful. If the policy’s objectives are formulated in terms
of improvements in outcomes, however, then it may
take several years to determine whether the reform
succeeded. Intermediate time frames of several
months to a year or two may be required to evaluate
reforms that aim to improve processes or outputs.

Reforms that have a HBP at their core tend to
pursue multiple policy objectives, some of which
may belong to different domains. Therefore, evalua-
tions should encompass indicators of success related
to all those objectives, or to the most important ones.
Further, HBP-based reforms will generally aim to
improve health outcomes, such as mortality or mor-
bidity, and policymakers may view the achievement
of indicators in other domains solely as intermedi-
ate results that do not guarantee overall success of
the reform. In Colombia, for example, policymakers
viewed the establishment of social health insurersand
the enrollment of individuals as intermediate objec-
tives, with improved access to healthcare, reduced
reliance on out-of-pocket spending, and better health
status as the ultimate objectives.

Table 3 lists the reform objectives of a selected set
of developed and developing countries that under-
took a reform consisting of delivering a prioritized
set of health services.

Ideally, the performance variables and expected
achievements related to a reform, in terms of out-
puts and outcomes, should be made explicit from the
moment the reform is conceived.

Often, health reforms produce unanticipated
consequences within the health system. If evalu-

ations focus only on expected consequences, they

may overlook unexpected consequences, thus
under- or overestimating the reform’s impact. For
example, the AUGE reform in Chile was success-
ful in promoting awareness among the population
about the existence of explicit legal rights related to
their access to healthcare. Ten years into the reform,
Chileans are now aware that if they suffer from any
of the 80 priority diseases covered by AUGE, they
can demand prompt and quality treatment with
modest copayments. An unanticipated consequence
of AUGE, however, was that citizens became so
familiar with their empowerment to demand and
obtain AUGE treatments that they began demand-
ing prompt treatment for non-AUGE conditions as
well. The public insurer and public healthcare pro-
viders have been unable to meet this demand, as
they were striving to meet the growing demand for
priority AUGE services. For the past several years,
the Chilean Ministry of Health has been keeping an
electronic information system that records waiting
lines for non-AUGE treatments. They contain mil-
lions of specialty visits and hundreds of thousands of
surgeries, all excluded by AUGE. These waiting lists
are the subject of contentious policy debates and
exert upward pressure on the public budget. Mea-
suring them must be part of the effort to evaluate the
AUGE reform.

To avoid omitting important issues to be assessed
through an evaluation, those writing the evaluation’s
terms of reference must reflect on what has occurred
as a consequence of the reform. This reflection must
follow field observations about what seems to have
happened during the HBP implementation, and may
be enriched by including the opinions of various
health system actors and experts. Their combined
reports may broaden the understanding of those

designing the scope of the evaluation.
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1aeLE 3. Reform Objectives and Evaluation Variables in Selected Countries

Country

Argentina

Reform objectives

Reduce infant and maternal mortality for low-
income rural populations not covered by social or
private health insurance

Variables that should be the
focus of an evaluation

= Process: Percentage of provincial health authori-
ties that have set up a price schedule with public
health providers for prioritized health services
under Plan Nacer

Output: Target population covered for prior-
itized preventive services; percentage of the
population receiving those services

Outcomes: Reductions in infant and maternal
mortality

Chile

Guarantee access to treatment for priority
diseases, included in the AUGE HBP, for all
Chileans covered by the country’s social health
insurance

Process: Public and private insurers have set
up networks of healthcare providers that

are acquainted with the treatment protocols
of AUGE

Output: There is an increase in the percentage

of fertile age women who get their Pap smears
done, and in the time it takes women with
anomalous Pap smears to undergo further
testing

Outcomes: There is a reduction in hospital case
fatality for childhood epilepsy and HIV/AIDS*

Colombia

Offer a broad and explicit HBP of standard
quality to all Colombians, through a competi-
tive system of public and private social health
insurers, with formal workers conferring cross-
subsidies to the poor, and with public and private
healthcare providers competing for insurers’
business.

® Process: Private and public insurers have been
created and they have started to affiliate their
covered population. Public and private pro-
viders are celebrating delivery contracts with
insurers. A beneficiary identification system
is put in place to conduct means tests in order
to identify the low-income population of the
subsidized regime. An equity fund is set up and
collects and distributes public and cross-subsi-
dies for the low-income population.

Output: Access to services contained in the
HBP is growing among all those insured.
Gaps in access to HBP services are narrowing
between beneficiaries of the subsidized and
contributory regimes.

Outcomes: Health status of all Colombians

has improved and inequalities in health status
among socioeconomic groups have narrowed.
Financial protection has improved so that
fewer Colombians experience catastrophic and
impoverishing health expenditures.

a. Bitran, Escobar, and Gassibe (2010).
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Managing the Money

Fiscal and Budgetary Considerations

for the Benefits Package

Amanda Glassman

At a glance: It's not all about the money—but a successful health benefits package will fit within

available resources, link payments systems to the plan, and account for donor earmarks.

O nce the decision to adopt a health benefits pack-
age (HBP) has been made, four key finance-
related challenges must be considered and aligned if
the plan is to be an effective instrument for setting
and delivering on health priorities: fiscal space, bud-
getary structures, provider payment arrangements,
and external funding sources. These cross-cutting
finance issues touch on steps 7 (make recommen-
dations and decisions), 8 (translate decisions into
resource allocation and use), 9 (manage and imple-
ment the HBP), and 10 (review, learn, and revise) of
the core elements of setting a HBP, as described in
the introduction, as well as the overall governance
(chapter 1) and institutional arrangements (chapter
2) of the HBP. They are singled out in this chapter
because of their centrality to the effectiveness of the

HBP enterprise as a whole.

Four Common Challenges

First, if a HBP is intended to effectively set priori-
ties, the fiscal space available necessarily determines
the size of the package over time. Put another way,
the budget available to the plan in every fiscal year
is what determines the scope, number or depth of
services included, and their associated financial cov-
erage for the population. While a self-evident point,
many HBPs have been enshrined in law or regulation
by low- and middle-income country (LMIC) gov-
ernments or insurance agencies but remain uncon-
nected to the amount of financial resources available,
thereby limiting or nullifying the utility and sustain-
ability of HBP as a tool for setting explicit priorities.
In the case of Ghana’s National Health Insurance

Fund, for example, Director of Insurance Vivian



Addo-Cobiah has noted: “The [insurance] law estab-
lishes a list of benefits, but that list has nothing to do
with the amount budgeted or contributions made
to the insurance fund in each year, with the result
that finances are not in balance.” Another example
comes from Peru: the country’s legally-mandated
PEAS (Plan Esencial de Aseguramiento de Salud;
Essential Health Security Plan) had an annual aver-
age cost per beneficiary 2.5 times higher than the
total annual spending on health per person in Peru.?
Other common pitfalls include failing to account for
the budget impact of new technology adoption in
future fiscal periods or not adjusting for changes in
input costs, demand for services, purchasing power,
and demographic changes. In the Dominican Repub-
lic, for example, the value of the HBP was eroded
over time by a failure to update for price, utilization,
and cost changes.? This example further illustrates a
common thread of this volume: HBPs are dynamic
policy tools that must be adjusted and revised
regularly.

A related challenge is connected to “grandfather-
ing,” or rolling over historical per capita spending
into a capitation or premium associated with the
HBP as part of a health reform. Israel, Germany, the
Netherlands, and Uruguay are all examples of this
phenomenon.* While grandfathering is practical in a
short-term sense, the approach quickly falls apart as
an effective priority-setting tool if the funding short-
falls vis-a-vis benefits to be provided are too large.*

Finally, attention must be given to how to adjust
the HBP in case of external shocks that can affect
healthcare budgets; recent experience in some Euro-
pean countries highlights how unprepared some
countries were to adjust benefits to new resource
realities, or to save or reallocate anticyclically to
cover shortfalls.

Second, the budget structure in each health
system has implications for the effectiveness of the
HBP. Even if adequate fiscal space is allocated to a
plan, the way resources are budgeted and transferred

MANAGING THE MONEY

to local governments or health provider organiza-
tions affects the extent to which HBP can be effective
in practice. Often, LMIC governments graft a HBP
onto an input-based budget; in Mexico’s Seguro Pop-
ular reform, for example, a HBP was defined and a
fixed budget per person was allocated from the fed-
eral government to each state. However, once the
HBP-per-person budget reaches the state govern-
ment treasury, the monies are allocated to health pro-
viders through traditional input-based budgets, with
a corresponding lack of tracking, accountability, and
feedback around whether those monies produce the
prioritized services. In Mexico, then Sub-Secretary
of Health Eduardo Gonzilez-Pier noted that “HBP
priorities sometimes stop at the state line.”” An even
more extreme example can be found in Peru, where
one of the benefits plans (PEAS) is financed through
different input-based budgeting streams (human
resources, results-based budgeting, and others), with-
out much attention to coordination and coherence.
A shift to HBP capita cost-based budgeting and/or
output-based, diagnosis-related group (DRG)-based,
or guideline-based budgeting can also be useful in
structuring payment and claims/billing systems, and
ideally can be used to structure the HBP itself.
Third, provider payment arrangements have enor-
mous implications for the effectiveness of the HBP.
Ideally, the HBP is used to structure payment or
commissioning processes, with the goal of creating
direct financial incentives for providers to deliver the
highest-priority prevention and care services. A mix of
payment methods will likely be needed to effectively
deliver the HBP; the HBP’s effectiveness will in turn
depend on existing health system characteristics and
risk-sharing practices. There is an already large liter-
ature on the advantages and limitations of different
healthcare payment approaches in both high-income
and LMIC settings; generally, these discussions have
been agnostic on “what” is to be paid—the main
focus of this book—while providing excellent guid-
ance on “how” to pay, including incentives and other
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approaches.® There is no need to revisit the discussion
here, but only to emphasize that the incentives gener-
ated through provider contracts and payments should
support the effective, appropriate, and quality deliv-
ery of the care included in the HBP.

There are, of course, nonfinancial policy tools
that can create incentives for providers to imple-
ment the HBP, such as benchmarking, performance
monitoring, audit, supervision, and other enhanced
accountability strategies. These are beyond the scope
of this chapter, but should be kept in mind. Also,
certain mechanisms can directly empower benefi-
ciaries, thereby increasing the likelihood that effec-
tive health services will be delivered. Chile’s AUGE
(Acceso Universal con Garantias Explicitas; Univer-
sal Access to Explicit Guarantees) guarantees are an
important example in this context: beneficiaries have
an explicit and legally enforceable right not only to
receive the benefits enshrined in the package but also
to receive high-quality services, enjoy reasonable
waiting times, and be financially protected.

Fourth and finally, in many of the lowest-income
countries, some highly cost-effective services—vacci-
nation, communicable disease treatment (HIV/AIDS,
tuberculosis, malaria), and family planning—are
funded partially or entirely from external bilateral or
multilateral aid earmarked for those uses. Ideally, the
HBP would prioritize these services based on cost-
effectiveness and related criteria, and aid monies could
flow alongside public monies to ensure payment for
and provision of the entire package of care. In practice,
several low-income countries have developed HBPs
that exclude these services precisely because they are
funded from external sources, leading to fragmenta-
tion and (perhaps) lack of sustainability. In Vietnam,
for example, Phuong Nguyen Khanh says that “HIV/
AIDS programs have historically been funded sep-
arately by donors, and apart from Vietnam’s social
health insurance basic health services package.”

The reasons behind the ubiquity of these chal-

lenges are clear—the institutional arrangements in

place simply are not aligned with the need to con-
sider the health system as a whole. In addition, there
is often a lack of policy coherence between ministries
of finance and ministries of health or social security
institutes; for example, finance ministries might fail
to include needed HBP adjustments in medium-term
expenditure frameworks. Misaligned policies or
interests between different levels of government, or
between payers and providers, may also explain these
phenomena, as would the use of HBP as political
rhetoric but without enabling context and connected
financial policies. Addressing some of these underly-
ing reasons, as well as the symptoms themselves, is a
central concern for policymakers engaged in design-
ing and operationalizing HBP policy.

There may also be a simple story related to each
country’s capacity and economic development. Most
health systems, for example, seem to evolve toward
better billing and reporting systems over time.'® This
book suggests that the HBP can be used as the start-
ing point to establish and improve these other routine
health sector systems, perhapsleapfrogging more devel-
oped countries that have done this process in reverse.
(In the United States, for example, the introduction of
DRGs for payment/claims/billing, followed by quality
improvement processes, predates the establishment of
essential minimum benefits by about 20 years).

This chapter will examine how some health sys-
tems have dealt with these challenges in practice:
how to fit HBP benefits within available resources
over time, how to make budget coding and allocation
conventions consistent with HBP goals, and how to
manage earmarked donor funding within HBP poli-
cies. Discussion of the role of payment systems is not

included, given its ample coverage elsewhere.

Strategies to Address Challenges

The literature explicitly related to these topics is
scarce and derivative of other subjects, so the material



presented draws heavily from the gray literature and
expert interviews. In addition, literature searches
were conducted using the Red Criteria virtual library,
Cochrane and Campbell collaborations, EconlLit,

and others.

Challenge 1: Fitting HBP benefits
to available resources over time

Fitting the HBP within the available resource enve-
lope is a well-known accounting imperative for all
healthcare payers and commissioners, especially for
health insurers in the private sector. Revenues must
necessarily equal expenditures for the enterprise to
survive and, more important, to ensure that sufficient
resources are available to provide the HBP services.
The macro-strategies deployed are also common and
intuitive (see table 1). The main difference with a
HBP is the intention to shift away from ad hoc strat-
egies to expand coverage, contain cost, or rationalize
spending, toward a more systematic strategy of cov-
erage expansion and inclusion or exclusion of bene-
fits, per resource availability in every fiscal period,
conducted in cooperation and consultation with
fiscal and finance authorities.

While the key imperative is to ensure coher-
ence between available funding and benefits, these
same strategies also can be used to define and plan
for future budget and resource mobilization needs.
As Felicia Marie Knaul and others write: “By estab-
lishing the content and cost of the [Mexican] Seguro
Popular benefits package, it was possible to make the
resource requirements evident; this in turn helped to
mobilize additional resources.”!

This chapter is mainly concerned with under-
standing how HBP managers in different kinds of
health systems detect and assure (or detect period-
by-period) that the HBP is consistent with available
resources.

A few health systems hardwire the imperative

to fit benefits to available budgets into their legal
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frameworks. Oregon’s Medicaid plan establishes the
budget limit as the total size of the HBP, for exam-
ple. Another interesting example is New Zealand’s
PHARMAC, the organization charged with man-
aging total medicines expenditure in the country’s
health system. Its 2000 legislative mandate charges
the agency with securing “for eligible people in need
of pharmaceuticals the best health outcomes that are
reasonably achievable and from within the amount of
funding provided” (emphasis added).? PHARMAC is
given a fixed budget for medicines, usually 7-8 per-
cent of total public spending on health. It then pri-
oritizes spending and negotiates prices based on
that budget constraint, using its market power in the
context of New Zealand’s universal coverage health
system.”® Both systems have indeed “lived within
their means” over time, but both are based in health
systems where cost control is widely understood as a
policy imperative. In LMICs, by contrast, the issue
is more the coherence between available resources
and benefits to ensure adequate financing of prior-
itized services, rather than cost control as a policy
objective. However, the imperative to balance bene-
fits with available resources remains. These kinds of
analyses and adjustments can be used for multiple
purposes beyond budget-benefit coherence, includ-
ing planning, forecasting, premium calculation, and
resource mobilization.

A first step therefore is to calculate HBP funding
requirements and then to estimate the size of the
resource mismatch, if one exists. In so doing, policy-
makers are trying to figure out how much money is
likely to be needed to provide a set of services for a
given population in each geographic area or among
the population group to be covered. Approaches
differ across countries. In Chile, for example,
micro-costing'* of the entire plan is done periodically
within a regulatory framework, while in Colombia
annual actuarial calculations are made to deter-
mine and adjust the premiums paid to insurers that

will in turn pay healthcare providers to guarantee
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TABLE 1. Macro-Strategies Commonly Used to Adjust Benefits to Available Resources

Strategy

Mobilize addi-
tional resources
to expand cover-
age, equalize
coverage across
insurers, or

Specific Strategies

Identify new general revenue sources or realloca-
tion opportunities across budget

Increase insurance premium annually based on
costs or inflation

Establish reserve or stabilization mechanisms to

Examples

Mexico’s Seguro Popular reform compares benefits plans between
social security and ministry of health, calculates additional DALY
associated with equalizing package, convinces president/finance
ministry to fund the equalization®

Chile’s AUGE enshrines alignment between the AUGE plan and
available resources in legislation®

cover shortfalls  expand coverage or cover shortfalls
Ad Estonia health insurance agency has a reserve fund intended to be
vocacy i ) i o
used when revenues associated with premiums and contributions
fall in order to meet the obligations of the service package*
Mexico Fondo de Prevision Presupuestal (Budget Forecasting
Fund) to cover unforeseen expenses including budget shortfalls
related to excess demand or state budget crunches?
Adjust benefits ~ Health technology assessment (HTA) for Thailand National Health Security Office universal health coverage
inclusion/exclusion package informed by HTA, used for price negotiation®
HTA for price negotiation of products Brazil’s CMED (Camara de Regulagao do Mercado de Medicamen-
Rollout of medicines policies (generics; tos; Office of Pharmaceutlcal. Market Regglatlon) sets prices to be )
- . . used for the purchase of medicines, and adjusts these prices annually
reimbursement pricing based on comparative
cost-effectiveness or therapeutic value; price 17 of 38 Organisation for Economic Co-operation and Develop-
regulation) ment countries use HTA systematically to make coverage decisions
or set reimbursement prices
Romania revises medicines list that is part of Basic Package of
Health Services and Technologies to omit off-label, cost-ineffective,
nonapproved uses”
Adopt Modifying reimbursement or payment policies ~ China plans to decrease reimbursement price for selected med-

cost-sharing
strategies for
lower-priority
services or

User charges and co-pays

icines and procedures to reduce incentives for nontherapeutic
overutilization’

The Dominican Republic includes financial caps for nonpreventive
services in its benefits package (PDSS)/

products;

modify payment Peru has established financial caps for most health conditions
incentives covered by PEASK

Improve Use data on empirically observed production

efficiency function of set of services to adjust HBP-related

capitation or other payments over time

Use contracting, payment or accountabil-
ity strategies to create incentives for greater
efficiency in the production of services (risk
sharing, pay-for-performance, etc.)

Note to table: Discussion of the macro-strategy of restricting population eligibility for certain sets of benefits is omitted from this list with the
understanding that the HBP is intended to serve the goals of UHC. However, many countries have in fact limited benefits to certain populations
to "fit” benefits to the available budget. Further, efficiency improvements related to benefits included in the HBP are omitted, as those actions fall
outside the scope of the benefits management activity.

a. Frenk and others (2006).

b. Bitran (2013).

c. Lai and others (2013).

d. Giedion, Panopoulou, and Gémez-Fraga (2009).

e. Suchonwanich (2017).

f.Vianna (2013).

g. Auraaen and others (2016).

h. Ruiz, Lopert, and Chalkidou (2012).

i. Zhao (2012).

j. Cafion and others (2014).

k. Prieto, Cid, and Montafez (2016).



the services in the HBP to the covered population.®
The results of these annual micro-costing exercises
are fed directly into the budget negotiation process.
Mexico’s initial plan undertook two approaches: a
bottom-up micro-costing using production functions
for each intervention, and a top-down macro-costing
based on the budget ceiling. The total financial enve-
lope in which to conduct the micro-costing is given
by the top-down macro-costing. However, the mech-
anism for adjusting on the micro side in response
to the macro-envelope is not clear, at least from the
perspective of the public, nor are any arrangements
made for revisiting costing of the plan in subsequent
years.' (Chapter 8 on costing in the methods sec-
tion provides more detail on how different countries
handle these choices.)

Routine adjustments for changes in costs and
purchasing power are also essential to prevent ero-
sion of the HBP’s value and utility. Some countries
have established legal regulations requiring adjust-
ment according to inflation or medical cost indices
(see table 2). Regular adjustment, and ideally pro-
jections into the future, are also required to reflect

current and anticipated changes in the demographic
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composition or population aging that will affect HBP
service and product utilization; this is done routinely
in high-income countries but almost never consid-
ered in LMICs, perhaps because LMIC information
systems are generally inadequate in their current
incarnations to carry out these tasks.”

An equally important issue is to understand and
reflect the budget impact of new technology introduc-
tions or disinvestment choices within the capitation or
premium attached to a HBP, on an ongoing basis. The
purpose of a budget impact analysis (BIA) is “to pre-
dict how a change in the mix of drugs and other ther-
apies used to treat a particular health condition will
impact the trajectory of spending on that condition.”®
A BIA is complementary to a cost-effectiveness anal-
ysis (CEA), covered in part II; it is not a substitute.
Whereas a CEA evaluates the costs and outcomes of
alternative technologies over a specified time horizon
to estimate their economic efliciency, a BIA addresses
the financial consequences related to the adoption and
diffusion of technologies to assess their affordability.
In European countries and Canada, a BIA is com-
monly submitted alongside a CEA to support national

or local formulary approval or reimbursement;

TaBLE 2. Approaches to Adjusting Capitated Benefits Plans for Changes in Prices and Utilization

Country  Approach Frequency Issues

Israel® Health cost index intended to adjust for Annual Did not reflect changes in hospital
changes in prices of inputs, composed of costs (such as per diem rate) when
other indices (consumer price index [CPI], inpatient care represented 40% of all
average wage of healthcare providers, spending
average wage of public servants), published
methodology and evaluation

Mexico Financial and actuarial valuation of Annual No published methodology, no pub-
CAUSES and high-cost interventions pack- lished evaluations
ages (FPGC), established by law

Uruguay® Formula that reflects price changes ininputs  Biannual Changes in actual utilization and

using CPI, exchange rates and wages

expenses not fed into formula, no
published methodology, no published

evaluations

a. Rosen, Waitzberg, and Merkur (2015).

b. Giedion, Bitran, and Tristao (2014); and World Bank (2012).
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country-specific guidelines are available.”” The Inter-
national Society for Pharmacoeconomics and Out-
comes Research has also developed guidelines for
overall study design, decisionmaker perspectives,
scenarios to be compared, populations to considered,
time horizons to be used, costing methodologies,
the need for sensitivity analyses and quantification
of uncertainties, use of discounting, empirical vali-
dation, and standard reporting principles;** some of
these issues are also covered in the chapters on CEA
and methods in part IL.

Private or not-for-profit health insurers represent
an important but not well documented source of
experiences and approaches to the calculation and
adjustment of cost-efficient premiums (or capitations
on the public side), particularly when both public
and private providers will be reimbursed for care.
For example, the PharmAccess Foundation, a Dutch
not-for-profit financing subsidized health insurance
in five sub-Saharan African countries, has briefly
described lessons learned in the calculation of pre-
miums for an insurance scheme that reimburses both
public and private providers for services given to
enrollees.”! This work notes the importance of accu-
rately reflecting the full set of costs in a premium to
ensure sustainability; in Tanzania, for example, gov-
ernment providers’ fixed costs were covered by gov-
ernment while the external insurer was only liable
for variable costs. That same external insurer was
responsible for full costs when reimbursing private
providers, thereby requiring the size of the premium
to be adjusted depending on the amount of utiliza-
tion in each sector. As noted earlier, using what data
exist to estimate a premium is important, but creat-
ing ongoing systems to enhance accuracy of data on
costs, utilization, and household size is needed to
ensure sustainability of any insurance or coverage
scheme over time.

A challenge arises when the resource envelope for
the HBP shrinks over time. In this respect, there is

much to learn from European government policies

following the 2007-9 global economic crisis.*> Much
effort was made to increase or reallocate resources
for health, but given that cuts had to be made despite
these efforts, the benefits subsidized and prices paid
by end users had to be adjusted. Several countries
were obliged to completely overhaul their respective
HBPs (Greece, Portugal) or to establish minimum
benefits (Cyprus, Spain). Other countries applied
cost-effectiveness criteria to existing or new medica-
tions before their adoption to limit spending growth;
these were countries that had planned to adopt such
measures before the crisis began, pointing to the
importance of setting up mechanisms ahead of time.
Adhocmeasureswerealso takenandhavehadadverse
effects on population health; Romania and Bulgaria,
for example, limited primary care visits or restricted
population coverage of some key interventions. Dis-
investing from drugs was “easiest,” but adjusting
medications alone may not be best from a patient care
standpoint.”® A worse strategy for coping with budget
reductionsis to simply ignore that cuts are happening
and assume that those in charge of healthcare provi-
sion will somehow adapt. As the HBP’s “purchasing
power” erodes, implicit rationing in the form of wait-
ing times, informal payments, or other barriers will
increase. Yet the reduction of implicit rationing is one
of the key motivations behind adopting a HBP in the
first place. This is, alas, a path often chosen by LMICs

undergoing fiscal pressures.

Challenge 2: Making budget
coding and allocation conventions
consistent with HBP goals

HBPs as a budgetary construct differ enormously
from status quo approaches in most LMICs. Many
LMIC systems continue to rely on historical, input-
based budgets, with generic budget codes for salaries,
medicines, and equipment. Other systems—particu-
larly those that have split the payment function from
provision, such as Peru’s subsidized coverage scheme



(Seguro Integral de Salud; SIS)—have deployed fee-
for-service or per diem payments with coding by type
of service. For example, Brazil, China, and Iran have
introduced budget coding and payment reform to
hospitals using the DRG approach.** Still other sys-
tems, usually in highly decentralized or federal coun-
tries like India or Nigeria, merely divide up revenues
among states or provinces and transfer this amount as
a lump sum, frequently without any specified use. In
other federal countries, like South Africa, provincial
health budgets are coded by type of healthcare facil-
ity.>> Some countries are experimenting with “output-
based budgets” in the health sector, where some of
the budget is reserved for release against progress on
health coverage or outcomes.?® Sometimes countries
have line items for priority interventions like vaccina-
tion or family planning, but everything else remains
input-based. Frequently, all of these budgetary con-
ventions co-exist within a single health system.

The HBP, in theory, should direct most (though
not necessarily all) resources to providing those pri-
ority services that have been identified as contrib-
uting most to UHC objectives.”” But for the HBP
prioritization to be realized in practice, budgets must
be coded and allocated in a way that links the budget
to the tracking and provision of the interventions
or products included in the plan. It will be evident
that—except for the fee-for-service payment, case
payment (like DRG), or output-based budget exam-
ples provided above—many existing budgeting and
allocation conventions have very different rationales
and will not be effective in providing a standard level
of service or entitlements as described by the HBP.
For example, a capitated transfer from federal to
state level based on a share of revenues in each fiscal
year may have no relationship to the costs of provid-
ing a standard set of services, even if the amount is
risk-adjusted (at the family, group, or plan level, as
is commonly done by actuaries using occupational
and demographic averages) for some measure of

need such as poverty or age composition. This may
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seem a self-evident point, but it is a ubiquitous chal-
lenge; countries as diverse as Spain and the United
States define some essential health benefits (in Spain
known as the “common basic package”) but either do
notknow or do not use the baseline costs in each state
for providing the package, or do not equalize finan-
cial resources available to each state, leading to ineq-
uities and care variation in service provision, quality,
and outcomes. (That said, inequities may well be
considered legitimate in a federal system so long as
the nationally mandated HBP is respected in every
jurisdiction.) Thus, the main issue is to ensure that
the budget accurately reflects expected local expen-
diture requirements associated with the HBP. Once
the standard set of services is defined in the HBP, that
definition implies a certain level of expected expen-
diture for a given population or locality that depends
on specific demographic, social, and economic char-
acteristics, as well as the assumption of a given level
of productive efficiency in health services. That level
of expenditure is defined by the probability of use of
the services included in the HBP and the intensity of
that use (see chapter 8).

In these circumstances, the goal is then to allo-
cate funds amongriskholding entities—whatever the
health system pooling and payment arrangements—
to allow each entity to deliver the standard level of
service embodied in the HBP. (Since localities may
differ in terms of their baseline access to revenues,
local jurisdictions may be allowed freedom to vary
some elements of the package of services; however, if
such a choice is made, the entire burden of any extra
expenditure falls on the locality.) To get this done,
there are two main reforms to consider.

First, budget coding reforms may be required
ahead of both HBP and payment reform. For exam-
ple, DRGs are part of a classification system that
groups patients according to principal diagnosis, type
of treatment, age, surgery, and discharge status, and
this system is used to bill payers and reimburse hos-

pitals in most developed countries, such as Australia,
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Germany, and the United States.*® Although DRGs
generally are described as a payment or quality mea-
surement system, they are also a way to structure
and code budgets and billing, and some variant of
DRG and its equivalent for primary care is needed to
effectively plan for, implement, and monitor a HBP.
Medicines budgets are generally easy to incorporate
into a HBP because they are already organized by
product; however, products will need to be linked
to indications, clinical guidelines, or DRGs in order
to track their appropriate use, quality of care, health
outcomes, and related considerations. The budget
coding example of Chile’s AUGE, based on clinical
guidelines with associated products and procedures,
is a useful reference.”

Second, reform of allocation conventions may
be needed to ensure expenditure adequacy for HBP
provision: minimizing budgetary risk, preventing
risk selection, and maximizing equity across dif-
ferent covered populations.’® Budgetary risk is the
likelihood that actual expenditure varies from pre-
dicted expenditure; this risk arises from weaknesses
in the underlying costing, demand/utilization,
and disease data based on which the HBP has been
costed, as well as clinical practice variations among
different providers and random variation among the
covered population. With regard to the HBP, the
budget riskholder will be the entity that will finan-
cially manage and absorb the results of any higher or
lower utilization, or disease incidence or prevalence,
than those anticipated during calculation of the HBP
capitation.’' Different health systems place the allo-
cation function and management of budgetary risk
within different kinds of institutional settings; some
send funding to subnational governments, others to
insurers, still others to commissioning agencies of
different kinds, and still others pay provider groups
directly (see table 3).

The extent of the budget risk faced by riskholders
therefore depends on the size of the budget holder
(all other things equal, covering large populations

reduces risk), the quality of the underlying costing of
the HBP and its year-to-year adjustments (discussed
in previous sections), and the formula used to adjust
the HBP capitation based on the characteristics of
the covered population or locality (generally known
as “risk adjustment” in the literature; see the fourth
column of table 3).

Most capitation payment adjustments based on
formulae are generated from historical data that serve
as an input to regression analyses, generating a pre-
dicted level of expenditure for people with a given set
of characteristics. The same model can then be used
to adjust actual capitation for the next year. There are
several challenges to this approach (as discussed in
Smith [2008]), including the difficulty of accommo-
dating unmet need, since using empirical spending
patterns to infer needs will perpetuate inequity; the
possibility that a characteristic may empirically influ-
ence expenditure but also create a perverse incentive
to do more of something undesirable (for instance,
low-vaccination-rate localities receive more money,
thereby creating a perverse incentive to keep vacci-
nation low); and the difficulty of choosing indica-
tors that accurately reflect needs. Smith (2008) also
draws attention to the difficulty of distinguishing
between “legitimate” drivers of budget risk (baseline
poverty or age structure, for example) and “illegit-
imate” drivers of budget risk that are related to the
policy or management actions of the budget risk-
holder (baseline obesity or smoking levels, for exam-
ple). Ideally, formulas should adjust for legitimate
but not illegitimate drivers of budget risk. In LMICs
with HBP policies, risk adjustment is generally still
at its most basic, focused on age, sex, and sometimes
poverty or number of welfare recipients. However,
the need to obtain greater predictive power for future
healthcare expenditure may drive countries to more
accurate methods; in Colombia, for example, there is
increasing interest in better risk adjustment.*

Different allocation and related risk-adjustment

methods can generate stronger or weaker incentives
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taeLE 3. Budget Riskholding and HBP Allocation Practice in Different Health Systems

Mexico (Seguro Ministry of Finance ~ State governments ~ Formula-based capitation based on macro-

Popular) costing with risk adjustment according to state
population and age structure, transferred as a
global budget at start of fiscal year

Colombia, Israel, ~ Ministry of Health ~ Public or private Formula-based capitation based on average

Netherlands insurers micro-costs with risk adjustment according to
selected characteristics of the insured popula-
tion, with a portion transferred prospectively and
a portion transferred retrospectively

Chile, Estonia, Government general National govern- Global budget based notionally but not explic-

Thailand, Mexico  revenues, earmarked ment or single public itly on annual costing studies differentiated by

(Instituto Mexi- taxes or social security region

cano del Seguro payer agency
Social)
Medicare (United ~Government general Federal public payer ~ Global budgets divided by type of care: inpatient
States) revenuesincluding  agency (Centerfor  hospital (Hospital Insurance trust fund); physi-
earmarked taxes Medicare and Med-  cian and outpatient hospital (Supplemental Med-
icaid Services) ical Insurance trust fund); prescription drugs
(Part D), transferred based on case payment rates
with benefits determined in legislation
Germany* Sickness funds Formula-based capitation based on average pre-
(quasi-public dicted expenditure of standard benefit package
insurers) with risk adjustment according to age/gender
and the existence of 80 morbidities (Morbi-RSA)
" among the covered population
U.S. non- Individuals, Private insurers Risk-rated actuarially calculated individual
Medicaid/ households premiums, sometimes regulated, transferred in
Medicare lump sum

a. Buchner, Goepffarth, and Wasem (2013).

b. Based on the Hierarchical Condition Categories model introduced into U.S. Medicare in 2004.

for effective delivery of HBP services. Budget risk-
holders that receive HBP-based capitations pack-
aged as a global budget will have clear incentives for
expenditure control but little incentive to produce

more, reduce care variations, or enhance quality; in

Mexico, for example, states had an incentive to enroll
additional people to increase the number of capita-
tions received via the global budget, but there was
no explicit supply-side incentive to increase produc-

tivity, efficiency, or effectiveness, or even to produce
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the services included in the HBP. Other instruments,
such as performance measurement/benchmarking
or efficiency audits, can be used to create these incen-
tives, and performance-based payments might use-
fully accompany block transfers.* These issues will
be relevant only in systems where allocation is sepa-
rate from payment. Where single budget riskholders
are also payer agencies, this is a single exercise better
addressed through payment strategies.

Some health systems also have reinsurance mech-
anisms to cover unexpectedly large numbers of cases
or particularly high-cost individuals. Such high-cost
funds are increasingly common; many Latin Ameri-
can countries, for instance, have created funds whose
criteria for selecting benefits depends on their cost,
including Chile’s Ricarte Soto fund (covering 11
high-cost diseases), Peru’s FISSAL and the Plan Espe-
ranza (covering cancer care), Mexico’s catastrophic
care fund, or the Dominican Republic’s STAP high-
cost drug program. However, attention should be
paid to ensuring that this kind of mechanism does
not create perverse incentives by covering additional
and different interventions from those specified in
the HBP, or by generating incentives for overpro-
duction or excess demand (beyond medical need) of
certain high-cost products and services within the
HBP.** Instead, the reinsurance mechanism should
narrowly address the “legitimate” budget risk once it
exceeds a certain dollar amount.

A related issue is how HBP allocation will inter-
act with other existing allocation methods. Some
funders will cover only a portion of the costs associ-
ated with the HBP and will pay the remainder of costs
through other methods; in Peru, for example, salaries
are funded through lump-sum transfers to provinces,
variable costs associated with primary care benefits
are paid via capitation, and hospital care is paid on
a case payment approach.* Pure case payment can
inhibit access for some high-need service users, but

could be augmented by cost-sharing between payer

and locality above some cost threshold (preferably in

lieu of separate “high-cost” packages or funds).>

Challenge 4: Managing earmarked donor
funds in the context of HBP policies

Donor funding for health is a diminishing share of
total spending on health in most LMICs.*” Yet in
many of the lowest-income countries, donor funding
still represents a large share of total spending on the
highest-priority public health programs. For exam-
ple, external funding for HIV/AIDS ranged from
a low of 40 percent of total HIV/AIDS spending in
Mozambique to a high of 80 percent in Rwanda and
Tanzania.* In Ethiopia, prevention and public health
is 92 percent financed by donor spending.*” Similar
dynamics are observed in malaria, family planning,
and vaccination programs. Because these programs
are majority-funded through external sources, many
countries opt not to include these expenditure items
in their HBPs. For example, a recent discussion paper
by Marie Stopes International found that: “seven of
ten [insurance schemes in] countries surveyed had
opted to keep contraception out of the reimburs-
able package . . . insurance schemes in development
in another seven countries surveyed had no explicit
plans to reshape how contraception was financed due
to its early exclusion from the insurance package.™"
The reasons why UHC schemes keep these cost-
effective priorities outside a HBP are straightforward.
First, only a small share of aid (2-5 percent, depend-
ing on the year) is channeled through the budgets of
developing country governments,” and HBPs tend
to grow out of domestic spending for health. While
multiple efforts have been made to move donors
toward greater pooling and use of government chan-
nels,” not much progress has happened in practice.
Second, donor funds are earmarked to specific uses
in health® and include accounting and tracking
requirements that are not the same as recipient gov-

ernment accounting and tracking requirements.**



Finally, policymakers may perceive that it is some-
times easier to “let the donors have their way” and
simply fund “the rest” through the country’s HBP.*
In Uganda, for example, donors not participating in
pooled funds (known as sector-wide approaches, or
SWAPs) decide and fund specific interventions out-
side the government HBP in what is described as “a
concurrent priority-setting process.”*

However, as countries grow economically and
their own domestic funding dominates funding for
health, the negative implications of leaving cost-
effective benefits out of domestically funded HBP
can be large, leading to neglect and underfunding.
Even setting aside the unlikely prospect of greater
donor pooling and budget support that could be
used to fund the HBP, there are few examples of
good practice to cite. Rwanda—where more than
half of total spending on health comes from exter-
nal funders*—had historical success establishing a
package of care and then channeling donor monies
through a combination of cofinanced premiums
and performance-based financing, both associated
with package interventions.*® Ethiopia’s “One Plan,
One Budget and One Report” helped create the con-
ditions to pool funding for the financing and pro-
vision of a primary healthcare package.* In more
developed countries that were historically reliant on
external donors, the experience is mixed. Mexico’s
well-known diagonal approach® basically packaged
the relevant vertical programs together and began
to pay states and providers based on the package. In
the less encouraging examples of Colombia and Peru,
donor funding receded alongside vertical programs,
resulting in a lost decade of child health programs
until reforms initiated new package-based payment
and accountability systems targeted to worst-off
areas.” Although more systematic study of country
experiences is needed, lessons to date suggest that
donor-dependent countries scaling down aid fund-
ing for vertical programs should pay early attention to

ensure that these programs are included in HBPs and
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payment mechanisms. With a well-designed HBP
policy and process, low-income governments may
even be able to use the HBP to coordinate donors’
efforts and contributions.

Conclusion

This chapter has laid out four main fiscal and budget-
ary challenges facing HBP policies, and three sets of
strategies to address these challenges.

As in the introductory chapter, a central recom-
mendation is to ensure alignment between HBP con-
tents and costs and available funding across current
and future budget cycles, from budgeting through
allocation through transfers and payments, spending
tracking, reporting, and accountability. At each step
of this cycle, different agencies need to be engaged
and to act coherently with one another, including the
ministry of finance, the ministry of health, national-
subnational payers, providers, and insurers (if appli-
cable); for coherent and active engagement, each
agency’s roles and responsibilities must be set out
over time and dedicated staffing and budget must be
provided.

Donor funding is a particular challenge in low-
income countries considering HBP in the context of
UHC; many countries may be omitting cost-effective,
donor-financed interventions already. Both recipient
governments and donors themselves must pay early
attention to wrapping relevant vertical programs into
HBP policies, perhaps employing the strategies of
some of the more successful health system efforts in
Ethiopia, Mexico, and Rwanda.

In general, the intersection of fiscal policy, bud-
getary practices, and HBP policy is poorly under-
stood and studied, and much more of a practical art
than a science. More work is required to fully under-
stand the issues and provide fuller guidance to health

systems undertaking HBP reforms.
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POLICYMAKER COMMENTARY

Aspiring to National Health Insurance,
South Africa Considers Its Benefits Package

Mark Blecher
Yogan Pillay

At a glance: In South Africa, policymakers take their first, cautious steps toward guidelines-based

health service benefits for national health insurance.

When South Africa first endeavored to develop
its National Health Insurance (NHI) system,
the Department of Health and the National Treasury
struggled to find common ground on an approach to
defining the health benefits package. The National
Treasury believed that leaving the benefits largely
undefined would lead to low-value but high-cost
interventions being included in the package; the
overall system thus would be difficult to cost actuar-
ially and could become very expensive. Certain cate-
gories of services, such as maternal and child health
or oncology, would be too broad to answer specific
questions about coverage of expensive interven-
tions, such as medication options like trastuzumab
for breast cancer treatment or sofosbuvir for hep-
atitis C. In contrast, the Department of Health ini-
tially believed that benefits should be comprehensive

and based on the services currently provided by the
public health sector. The Department of Health was
firmly opposed to inclusive (positive) lists, arguing
that it would be near-impossible to include all condi-
tions and treatments that citizens might require, and
that anything excluded might be needed but denied.
Even negative lists were seen as unacceptable beyond
the most basic limitations, such as cosmetic surgery
and designer (vs. standard) eyeglass frames. Prioriti-
zation of benefits was seen as an attempt to introduce
exclusions and inclusive lists through the back door.
Even the term “benefits package” was discouraged, as
itimplied a defined list of benefits.

In part, these negative perceptions were the his-
torical legacy of South Africa’s previous experience
with a package of prescribed minimum benefits

for medical schemes (provided by private health
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insurance). For various reasons, public-sector deci-
sionmakers perceived such packages as limited,
exclusionary, and difficult to understand from a
patient perspective; for instance, they excluded pri-
mary care. In contrast, the public sector was seen as
offering a wide range of benefits, albeit according to
level of care and with varying quality of care; some
argued it would be unconstitutional to remove bene-
fits already available through the public sector. Even
opponents, however, recognized that benefits could
be tiered by level of care.

By the time the initial White Paper on National
Health Insurance was published in 2015, policymak-
ers had made some limited progress toward accept-
ing the principle that services to be subsidized with
public monies should be assessed on the basis of
cost-effectiveness, efficacy, and health technology
assessment (HTA). As the White Paper stated:

130. The NHI Benefits Advisory Committee
will develop the service entitlements for all
levels of care (primary, secondary, tertiary
and quaternary). The range of services will
be regularly reviewed using the best avail-
able evidence on cost-effectiveness, efficacy
and health technology assessments. The ser-
vice entitlements will be specified in terms of
the type of services that will be delivered by
different kinds of accredited and contracted

providers.!

Although these principles were useful, questions
remained about how this would be achieved and
what the NHI benefits would be. The minister of
health thus established a work stream on benefits;

after several meetings, some progress was made:

e It wasrecognized that the public sector, at
baseline, already had an essential medicines list,
diagnostic and treatment protocols for many

conditions, and a set of standard treatment

guidelines. However, some of these protocols
and guidelines were nonstandardized or incom-
plete, and various different protocols had been
issued by different bodies, including national
vertical programs, for a single intervention.
Understanding these differences helped to
build buy-in for a more standardized national

approach.

It was recognized that the public sector already
had some processes for deciding whether or

not to introduce a new medicine, and that all
new medicines and medical equipment were
not necessarily adopted. These processes were
not standardized or consistent, but they did
tend to involve considerations of affordability
and effectiveness; it was recognized that these
processes could be standardized and otherwise
improved. International HTA agencies such as
Thailand’s Health Intervention and Technology
Assessment Program (HITAP) and the United
Kingdom’s National Institute for Health and
Care Excellence (NICE) were seen as providing
some positive lessons in building HTA systems
and capacity. Discussions about where such
capacity should be established in South Africa

are ongoing.

It was recognized that some forms of improved
national decision analysis, economic evaluation,

and priority-setting would be worthwhile.

On the basis of the above points, it was decided:

e To begin to build an “encyclopaedia” of existing

“benefits” by level of care, building on exist-

ing locally accepted diagnostic and treatment
protocols, standard treatment guidelines, and
essential drug lists. In time, this approach would
require some standardization in cases of mul-
tiple protocols for the same disease or illness,

a clearer process of formal approvals, greater
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formalization of the committee, and an appropri-

ate institutional location for this function.

e To cost as many of the existing “benefits” as
possible. This process has already begun.

e To support the development of HTA capacity as
a more standardized mechanism to assess new

benefits (and reassess old ones where necessary).

The road toward a full and formal health benefits
package is still long, and greater attention needs to be
placed on where the formal institutional capacity for
such decision analysis and recommendations will be
located and how to set up this capacity. Rather than a
single decision on whether a benefit is “in” or “out,” a
more complex protocol-based approach may be taken
to outlines at what level of care, and under which cir-
cumstances, a given intervention would or would not

be appropriate. The forms of reimbursement to be

used in the NHI system are also likely to inform the
detail with which benefits are specified. For example,
diagnosis-related groups for hospital reimbursement
are likely to require a more detailed system of diag-
nostic and procedural classification and information

collection than capitation for primary care.
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PART Il

PUTTING PEN TO PAPER
Methods to Select a Benefits Plan That Works

Introduction

Peter Smith

I n the first chapter of this book, Amanda Glassman,
Ursula Giedion, and Peter Smith explain the pow-
erful reasons for setting a health benefits package
(HBP) as a key foundation for moving toward univer-
sal health coverage. A key question then arises: how is
this to be done? Itis important to distinguish between
explicitness in stating the contents of the benefits
package and consistency and rigor in selecting the
contents. A package may be made explicit, but the
process for selecting the contents may be opaque and
inconsistent. Some of the virtues of setting an explicit
package are evident regardless of the selection pro-
cess. However, most packages can have full effect only
iftheir components are selected by consistently apply-
ingan explicit set of criteria. HBP design choices have
proved to be a fertile ground for the development of

decisionmaking methodologies, as the contributors

to this part of the book will show. The chapters that
follow describe methodologies that have been devel-
oped to help set up HBPs based on a comprehensive
and consistent assessment of the available evidence.
Various forms of cost-effectiveness analysis
(CEA) lie at the center of most HBP methodology,
although CEA is by no means the only possible
approach. The principle of CEA is that (subject to a
number of important assumptions) healthcare inter-
ventions can be ranked on the basis of their incre-
mental costs relative to their incremental benefits.
Benefits are usually measured in terms of expected
health gain, although alternative formulations can
be envisaged. This approach leads to a policy pre-
scription of including treatments in the HBP in order
of decreasing cost-effectiveness until the available

budget is exhausted. An equivalent formulation is
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to accept for inclusion only interventions that lie
below some cost-effectiveness threshold, the value
of which depends on the size of the budget available.
The CEA principle seeks to maximize “value” (usu-
ally expressed in the form of expected health gain)
secured by the available budget. A “marginal” treat-
ment, one that is only just included in the package,
determinesthe system’s cost-effectiveness threshold.!
This simple theory has proved robust to meth-
odological challenge, and forms the basis of a great
deal of health technology assessment undertaken
around the world. Although there are alternative for-
mulations, the standard approach to a HBP seeks to
maximize the social value secured from the limited
budget available. The CEA threshold offers a consis-
tent benchmark for assessing the competing claims
of patients when the health system has a limited
budget, and applies a widely accepted principle of
fairness—that those who can benefit the most from
health service spending should have priority.
Furthermore, the use of a threshold obviates the
need to consider simultaneously all treatments that
may be included in the HBP. In practice, HBP deci-
sions proceed incrementally in most health systems.
The set of existing services is often accepted as a start-
ing point and is not formally assessed or challenged
at first. A small number of potential new candidates
for inclusion are then assessed as evidence and ana-
lytic capacity permit. (Less frequently, candidates
for exclusion may be assessed.) The natural bench-
mark for deciding whether to accept a new treatment
is the system-wide cost-effectiveness threshold. Of
course the level at which the threshold should be set
is often a matter for conjecture and may be subject
to trial and error, although international evidence
of the likely threshold ranges for countries at differ-
ent income levels is beginning to emerge.> Thus the
widespread pragmatic approach of developing the
HBP by sequentially subjecting a limited number of
treatments to the cost-effectiveness test is not neces-

sarily inconsistent with the CEA philosophy.

Mark Sculpher and colleagues set out the current
state of CEA development in chapter 4. They show
that the theory derives from a concept of maximizing
an objective (usually health improvement) subject to
a budget constraint. This has given rise to the widely
used concept of the incremental cost-effectiveness
ratio (ICER) as the principal metric of whether
an intervention is likely to be included in the HBP.
Treatments in vastly different therapeutic areas can
then be compared in a common analytic framework.
The principles of constrained optimization remain
valid even when the scope of the objectives broadens
or the range of constraints increases. However, under
such circumstances it may be necessary to sacrifice
the simplicity of the ranking of ICERs.

The inevitable uncertainty involved in all cost-
effectiveness estimates has led to widespread use of
sensitivity analyses, both formal and informal, to
inform coverage decisions. Furthermore, CEA prac-
titioners have stressed the need for CEA evidence to
be embedded within a broader deliberative process
that enables legitimate decisionmakers to consider
factors that could not be included in the analysis,
and to account for the inevitable uncertainty of the
models and evidence used. Increasing attention is
being paid to innovative approaches to setting the
HBP, including provisional acceptance of treatments
contingent on factors such as the health outcomes
they actually yield in practice.

From humble beginnings, the methods of CEA
have developed into a powerful suite of analytic
tools. Although most CEA studies conform to the
principles set out by Sculpher and colleagues, the
literature now contains a wide range of approaches
to implementing CEA, which often makes it diffi-
cult to assess research on a consistent basis. Conse-
quently, calls for improved standardization have led
to the development of an International Reference
Case that sets out best-practice principles for CEA
studies, and the Disease Control Priorities Project

has sought to summarize the best available CEA



evidence across all therapeutic areas, with a par-
ticular emphasis on the needs of low- and middle-
income countries (LMICs). Although numerous
practical and methodological challenges have yet to
be resolved, CEA has become firmly entrenched as
the most widely accepted principle on which to base
a HBP selection process.>*

A fundamental concern with CEA as conven-
tionally implemented is that it assumes that the sole
objective of the HBP is to maximize health improve-
ment. This assumption undoubtedly reflects a central
mission of all health systems, but it does not consider
other important objectives. In particular, the drive
toward universal health coverage underlines the
importance of protecting individuals from the finan-
cial consequences of ill-health. Specifically, user fees
for health services could have two types of adverse
effects: patients may be deterred from using needed
services, or they may secure access but at the cost of
impoverishing themselves or their families. An asso-
ciated issue is the extent to which CEA should place
a higher weight on gains for disadvantaged groups
compared to those for the general population. In its
simple form, CEA makes no distinction between
health gains for rich or poor, old or young, or healthy
or sick people. Yet there are powerful arguments for
placing a higher weight on gains for more disadvan-
taged groups. Such equity weighting is in principle
straightforward, but in practice it places very high
demands on data availability for different population
groups and requires policymakers to make judg-
ments about how much more to value the gains for
disadvantaged groups.

In light of these additional considerations,
extended cost-effectiveness analysis (ECEA) has
been developed as a methodological extension of the
CEA model. Through ECEA, financial protection
and equity can be formally integrated into conven-
tional CEA methods. Stéphane Verguet and Dean
Jamison (chapter S) set out the principles of ECEA,
emphasizing that it represents a supplement to rather

INTRODUCTION

than an alternative to conventional CEA. They also
show how ECEA has been applied in the Ethiopian
context. The approach yields a wealth of evidence
to supplement the stark simplicity of the usual cost-
effectiveness ratio, yet it is agnostic about how the
relative importance of the different objectives should
be quantified. The authors present the disaggregated
results of the analysis, but leave priority judgments
to policymakers. The case study also underlines the
constraints to extending conventional CEA imposed
by data limitations.

The ECEA model illustrates that the need for
additional information and policy judgments quickly
expands when seeking to relax any of the simplifying
assumptions made in conventional CEA. This has
led to the development of a range of alternative for-
mulations of the HBP decision problem that seek to
reduce the demands on the decisionmaking machin-
ery. These alternative options do not always exhibit
the internal consistency and intellectual coherence
offered by CEA, but they can provide hard-pressed
decisionmakers with pragmatic solutions to what
otherwise would be infeasibly complex problems. In
short, because analytic resources are often limited,
analysts may need to sacrifice some accuracy and
comprehensiveness in how they formulate the prob-
lem in order to come up with timely and practical
recommendations.

An example of less-formal approaches toward
priority-setting (not explored further in this book) is
the collection of approaches known as program bud-
getingand marginal analysis. Program budgeting and
marginal analysis emphasizes stakeholder engage-
ment and problem formulation rather than rigorous
and comprehensive analysis. However, in most appli-
cations the principles followed are consistent with
the sort of incremental CEA described above. Other
examples include various approaches to multicrite-
ria decision analysis (MCDA) that seek to integrate
the objectives placed on the HBP within a coherent
decision-analytic framework. MCDA usually requires
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decisionmakers and other stakeholders to assess the
values placed on the different objectives.

In chapter 6, Alec Morton and Jeremy Lauer
summarize the state of knowledge on incorporating
social values other than health into the HBP, under-
lining the need to base choices on explicit social
values. As highlighted by ECEA, the challenges
include selecting the dimensions of performance,
measuring attainment, and combining the decisions
into a single index. There also are fundamental ques-
tions about whom to involve in such choices and how
to elicit their values. Morton and Lauer argue that,
whatever those choices, the associated methods
should be technically robust and easy to understand,
and should have low implementation costs. The prin-
ciples of choosing, measuring, and weighting the
various social dimensions are illustrated in the con-
text of MCDA. In contrast to ECEA, this approach
attaches social valuations to the criteria—a major
undertaking, given the range of potential stakehold-
ers and the heterogeneity of preferences.

Even if multiple objectives can be incorporated
into the assessment of candidates for inclusion in the
HBP, there will always be some interventions that
cannot readily be included in any systematic com-
parison. In chapter 7, Rachel Silverman considers
three important examples in this class: contraceptive
services, palliative care, and reconstructive/aesthetic
services. The common feature of such services is that
even though each offers some benefits that can be
captured by routine outcome measures, their main
benefitslie outside the usual concept ofhealth-related
quality of life. Any conventional cost-effectiveness
measure is likely to seriously understate their level
of priority, and it is therefore vitally important that
the HBP process for assessing evidence is able to take
account of such special cases. Silverman argues that
transparent and participatory decisionmaking pro-
cesses can help ensure that decisions on such services
are acceptable to the population and appropriate to

local context.

Information on the costs of delivering health ser-
vices is fundamental to all forms of CEA. More gen-
erally, good costing information is an essential part
of the evidence base needed to make HBP inclusion
decisions, strategically purchase the covered ser-
vices, and inform policies to promote efficient service
delivery and utilization of cost-effective services.
As Cheryl Cashin and Annette Ozaltin explain in
chapter 8, costs inform three fundamental decisions
related to HBP policy:

1. Estimates of the total expenditure required to
align the HBP with available resources (namely, how
generous a package can be, given a country’s financial

capacity).

2. Estimates of the costs of individual services in
order to make decisions about inclusion in HBPs at
the margin (specifically, what are the cost implica-

tions of adding individual services or medicines).

3. Estimates of individual health services or sets of
services in order to set or negotiate provider payment

systems and rates.

However, costing methodology is in general not very
well developed or standardized, and wide variations
exist in both the quality and availability of costing
information. This weakness is especially troubling
because cost structures can be highly dependent
on resource availability and constraints in partic-
ular settings, and cost estimates therefore may not
always be readily transferrable from country to coun-
try. Cashin and Ozaltin outline the current state of
methodological advances and assess the priorities for
future development, including improved standard-
ization of methods and increased use of modeling
and simulation.

Notwithstanding its widespread use, the recom-
mendations arising from CEA often are not imple-

mented as intended. A fundamental reason is that



conventional CEA assumes a single constraint, in
the form of the budget constraint. In practice, deci-
sionmakers may face other constraints, either real
or illusory. In chapter 9, Katharina Hauck, Ranjeeta
Thomas, and Peter Smith develop a typology of
constraints that can act as barriers to implementing
cost-effectiveness recommendations. They consider
six categories of constraints: (1) the design of the
health system, (2) the costs of implementing change,
(3) system interactions between interventions,
(4) uncertainty in cost and benefit estimates, (5) weak
governance, and (6) political constraints. Where pos-
sible, the authors discuss ways in which decisionmak-
ers who wish to pursue cost-effectiveness principles
can take each type of constraint into account.

In principle, many of the constraints described in
chapter 9 can be addressed using mathematical mod-
eling techniques. In chapter 10, Marelize Gorgens
and colleagues describe some recent advances in com-
bining epidemiological and economic approaches to
offer more realistic models of how policy objectives
might be optimized. In contrast to conventional
CEA, these models can embrace multiple objectives,
accommodate economies of scale and scope in service
delivery, map the dynamic progression of disease and
service delivery over time, and recognize some of the
nonlinearities in costs and benefits as interventions
are scaled up (or scaled back). Although such opti-
mization approaches are clearly feasible, the methods
are at an early stage of development and their data
and analytic capacity requirements can be demand-
ing. Nevertheless, these approaches offer enormous
potential for generalizing the principles of systematic
and transparent optimization of the HBP.

Scientific evidence lies at the heart of methodi-
cal approaches to setting the HBP. The objectives of
CEA and other systematic approaches can be fatally
underminedif evidence is absent, ignored, used selec-
tively, or otherwise distorted when assessing the rel-
ative merits of alternative candidates for inclusion in

the HBP. Yet it is rarely feasible to undertake primary

INTRODUCTION

data collection for the HBP. Instead, analysts must
seek out existing evidence from a wide variety of
sources to inform the priority-setting process. In
principle, decisionmakers need to be sure that all
relevant evidence for the HBP has been assessed and
used appropriately.

As the volume of scientific evidence grows, data
search and aggregation methods such as systematic
reviews and meta-analysis are assuming increasing
importance. An important question, especially in
LMICs, is the extent to which it may be valid to com-
promise on the quality of the data, as reflected in fac-
tors such as their age, their institutional setting, or the
scientific rigor with which they have been collected.
What counts as “relevant” evidence is furthermore
often a matter for debate, depending on factors such
as geography, social and economic development, and
the nature of the health system. Only recently have
researchers started to apply scientific methods when
assessing the selection and quality of the available
evidence base.

In chapter 11, Neil Hawkins, Robert Heggie, and
Olivia Wu describe the emerging science of evidence
assessment and selection, stressing the balance that
needs to be struck between the principled need for
robust quality standards for evidence and the prac-
tical need to make decisions quickly with limited
data and analytic capacity. They underline the dis-
tinction between internal validity (does the study
answer the questions it set itself?) and external valid-
ity (does the study answer the real-world problem
under consideration?), and argue that the selection
of the HBP should be based on all available and rel-
evant evidence. This of course opens up questions of
how to assess relevance and how to weight evidence
with imperfect relevance (for example, from differ-
ent social, geographical, institutional or economic
settings, or from dated studies).

However it is chosen, relevant evidence must then
be synthesized into a single model of cost-effectiveness,

which in a sense seeks as best it can to emulate the
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“ideal” clinical and economic trial of the intervention
that would be implemented in the country if research
resources were infinite. In this context, modeling
might include an assessment of all relevant future
health and costimplications of the intervention in the
health system under scrutiny, including the impactin
different population subgroups. Uncertainty analysis
should then reflect the imperfections in the evidence,
including both the likely bias and the precision of
estimates. The results of such modeling can also
inform priorities for seeking out new evidence by
identifying data gaps to which intervention inclusion
and exclusion choices are especially sensitive.

This section is not meant to be a tutorial in the
CEA methods and their extensions; several excel-
lent texts are available to provide this information.’
Rather, the chapters that follow show how systematic,
intellectually coherent analysis can support health
systems that seek sound methodological principles
as a basis for their HBPs. The authors present many
advances that have been made in economic evalu-
ation, costing, and evidence assessment methods.
However, major gaps remain in both the methods
and the underlying data needed for implementation.
Furthermore, the use of evidence such as CEA is only
a part of the entire HBP design process. Thus, those
who promote an evidence-based approach in order
to maximize the use of relevant evidence should
also acknowledge the limitations of their craft, and
embed their evidence within the broader process for
setting the HBP.
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CHAPTER 4

How Much Health for the Money?

Using Cost-Effectiveness Analysis to

Support Benefits Plan Decisions

Mark Sculpher
Paul Revill

Jessica M. Ochalek
Karl Claxton

At a glance: Cost-effectiveness analysis can help identify “best buys” in healthcare—the services that

will produce the most health given available resources.

Any collective financial arrangement in health-
care requires decisions to be made about which
medical interventions and healthcare programs will
be funded from the resources available, which inevi-
tably are finite. Some low- and middle-income coun-
tries (LMICs) have made progress in defining those
collectively funded interventions and programs to
which particular individuals have access. Whether in
high-income jurisdictions or LMICs, health benefits
packages (HBPs) offer one means by which services
can be defined as appropriate to attract collective
funding of the sort required for any transition toward

universal health coverage.

Determining and maintaining a HBP requires a
number of decisions from policymakers. As well as
which interventions and programs to include, policy-
makers will need to define what individuals will have
access to them and in what circumstances (see the
chapters in part I1I). In making these decisions, pol-
icymakers will have a series of social objectives they
are seeking to meet, such as improving population
health. They will also face a number of constraints
in achieving those objectives. The most obvious con-
straint is that the resources available to fund HBP
are not infinite; rather, there is likely to be a limited

budget. This might be defined as an administrative
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budget, but even when explicit budgets are not speci-
fied there will be restrictions on the growth in health-
care expenditure.

Cost-effectiveness analysis (CEA) is a set of tools
to inform decisions when there is an objective of
improving some measure of benefit subject to con-
straints. CEA is useful when policymakers want to
understand which services will lead to an increase in
their objective function within specified constraints.
Generally, CEA has been used in healthcare to estab-
lish the cost-effectiveness of specific interventions,
assessing whether the intervention is able to make a
greater contribution to the system’s objectives from
the funding it consumes (for example, gains in popu-
lation health) than the other activities that could be
funded from those same resources. Hence the con-
cept of opportunity cost is central to the principles
and practice of CEA—namely, what benefits are for-
gone when resources are used in one way rather than
an alternative? This question highlights the strong
ethical basis for ensuring that the interventions
defined in the HBP are cost-effective.! If the HBP
contains interventions that are not cost-effective, the
individuals who receive them may experience less
health benefit than could others who are denied more
cost-effective interventions. The aim of this chapter
is to outline CEA as a set of tools to guide decisions
about resource allocation in healthcare in general,

and the development of HBP in particular.

Constrained Maximization

The principles of CEA as applied to HBP design
are intuitively attractive and relate to how everyday
decisions are made about expenditures in all walks
of life. Given available financial resources, CEA asks
the question of how these resources should best be
allocated to maximize the benefits of their use. In
the context of HBP, it is concerned with maximizing

the benefits obtained from the full range of activities

in the package that are funded while minimizing
opportunity costs—namely, those activities that
cannot be funded as a result of the financial limits.
All kinds of resource allocation decisions by individ-
uals, households, and private and public sector orga-
nizations reflect these principles, though most are
applied informally.

Inhealthcare, CEA is increasingly used as a formal
researchtooltoinform the decisions ofhealth systems.
In short, this involves estimating, compared to alter-
native approaches to managing given patient groups,
the benefits gained from a new activity (such as a
treatment or a diagnostic test) and any additional cost
imposed. A crucial aspect is quantifying the opportu-
nity costs to establish whether the cost of achieving
the additional benefit can be justified—that is, are the
additional benefits greater than the opportunity cost?
In HBP design, CEA needs to be used across the full
range of patient populations and subpopulations that
have potential access to care. The principle of CEA,
therefore, is to inform resource allocation decisions
by indicating which options maximize an objective
function subject to a series of constraints; that is, it
is a method of constrained maximization. In doing
so it applies a systematic and consistent approach for
informing priorities. Although this chapter mainly
considers a financial resource constraint, additional
constraints may be relevant and can be incorporated
(see chapter 9). To understand fully the value of these
methods and some of the practical issues relating to
their implementation, the building blocks of such

analyses are now considered.

Objectives and constraints

One of the practical challenges of using CEA is
the inevitable question of defining policymakers’
objectives—what are they seeking to maximize
subject to financial and other constraints? Most of
the many examples of CEA in healthcare assume

that the policy objective is to improve population



health. It seems reasonable to assume that such an
objective will be a central concern to health systems
internationally, particularly when a broad definition
of “health” is used which includes both gains in sur-
vival duration and in health-related quality of life
(HRQoL). However, other policy objectives inevita-
bly play a role in shaping decisions about HBPs. For
example, more importance may be attached to health
improvement in particular types of individuals—
perhaps those who are active in the formal orinformal
labor markets, or those with more severe diseases. It
is often the case that any objectives other than gains
in population health are considered in an informal
way, as part of the decisionmaking process. Although
CEAs generally focus on health outcomes, broader
measures of benefit are possible. Chapter 6 discusses
other methods that seek to reflect these wider consid-
erations quantitatively, such as multicriteria decision
analysis (MCDA).

The constraint that generallyis considered formally
in CEA is that relating to available financial resources.
The nature of this constraint is that the health system’s
financial limits can be expected to preclude the most
effective option (the one offering the best health out-
comes to the average patient in a given group) being
made available to all groups. The exercise therefore
becomes one of identifying options that maximize
aggregate population health improvement, comparing
across different patient groups, subject to the available
financial resources. This will usually suggest that some
patient groups will receive the most effective option
available but, given limited resources, this will not be
the case for others because greater gains in population
health can be achieved elsewhere from using the addi-
tional resources that would be necessary.

Although rarely considered formally in CEA,
many other types of constraint must be reflected in
decisions (as discussed in chapter 9). An import-
ant consideration in LMIC relates to real resources
as opposed to financial resources. Perhaps most

notably, constraints can exist in the availability of

HOW MUCH HEALTH FOR THE MONEY?

trained clinical staff. Therefore, a decision to fund,
for example, a new medical device may not be fea-
sible in practice (at least for the entire group of
potential recipients) because there is insufficient
staff to administer or to implant the device. Real
resource constraints might also exist regarding cap-
ital equipment. For example, the treatment of HIV
with antiretroviral drugs, with a strategy of testing
viral load using plasma to ensure that the treatments
remain effective, requires cold storage and timely
access to a laboratory infrastructure that may not be
available in many settings, particularly rural ones.
Some real resource constraints are less specific and
apply to the healthcare system more generally; this
has been referred to as supply-side readiness, or the
extent to which a healthcare system is able to imple-
ment a particular service that requires a range of real
resources to be marshaled, such as the training of
healthcare workers when new clinical guidelines are
released. Over the longer term, it may be feasible to
relax some of these nonfinancial constraints by using
the available financial resources to invest in human
capital, equipment, or other infrastructure. However,
such constraints need to be respected in the shorter
term and, particularly in low-income settings, some
may be difficult or extremely costly to relax. There
may also be noneconomic constraints such as polit-

icallimits on the types of policies considered feasible.

Mutually exclusive and independent options

As generally used in healthcare, CEA focuses on
identifying the best (cost-effective) option of a set
of exhaustive and mutually exclusive alternatives
for a particular group of individuals (these are often
patients, but this is not necessarily the case, as in
public health programs). For example, for patients
with metastatic prostate cancer, what is the most
cost-effective treatment of those that can be used?
The specified options for the CEA should be exhaus-
tive in that they are a complete set of interventions
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and strategies that conceivably could be used for this
group. For patients with specific diagnoses, this list
could include discrete treatments, such as pharma-
ceuticals or surgical procedures; combinations of
treatments; strategies involving sequences of treat-
ments or the use of treatment starting or stopping
rules; strategies involving diagnostic tests, such as
watchful waiting; options that involve only care with
no active treatment; or a “do nothing” option. For
some options the scale of implementation across a
patient group may have a nonlinear association with
estimated costs and/or benefits. For example, par-
ticular levels of implementation may require new
investments. In these situations, alternative scales
of implementation become additional options in
their own right. The key principle is that no feasible
option, including doing nothing, should be left out
of this set of alternatives. A failure to identify a com-
plete list of options risks providing erroneous guid-
ance to decisionmakers if the option identified as
cost-effective is simply an artefact of a better option
not having been included in the analysis. The list of
alternatives should also be mutually exclusive in the
sense that a given patient can only have one of these
options (hence, for example, combination treatments
are defined as single option strategies).

Resource allocation decisions inevitably need to
be made across a range of patient groups. Even within
a disease, there can be a number of distinct groups
(such as early-stage, locally advanced, and metastatic
prostate cancer). An exhaustive set of mutually exclu-
sive options will exist for each patient group. When a
decision is being considered about the cost-effective
treatment among the options available for, say, met-
astatic prostate cancer, the options available for all
other patient groups can be defined as independent.
These independent options have no direct clinical
relevance to patients with metastatic prostate cancer,
but they have economic relevance because the finan-
cial resources available to fund independent options

in other patient groups will depend in part on the

treatment funding decision made for patients with
metastatic prostate cancer. For example, if the most
effective treatment for metastatic prostate cancer
is also the most costly available for these patients,
other groups (such as patients with mild to moderate
depression) may have to receive less-effective treat-
ments or no treatment at all because fewer financial
resources are available for their care.

This distinction between mutually exclusive and
independent options is partly a function of how the
patient group is defined. For example, if the group
consists of all men with metastatic prostate cancer,
interventions for all other groups are independent.
However, there will be some different subgroups of
men with metastatic prostate cancer between which
the effectiveness or costs of alternative therapies may
systematically vary. It may be the case, for example,
that some treatments are more effective in men who
have bone metastases rather than other forms. When
this type of heterogeneity exists, the analysis needs
to identify the cost-effective intervention for each
subgroup. Decisionmakers may decide to fund differ-
ent treatments for subgroups of patients with a par-
ticular disease or clinical need if there is a systematic

difference between them in the cost-effective option.

Evidence

To quantify the costs and benefits of each mutually
exclusive intervention for a given patient group (or
subgroup) a range of evidence is needed (see chapter
11). In general this evidence relates, for each option
being evaluated, to the resources used to deliver it
(the activities that impose a financial cost associated
with a given patient group), the prices and unit costs
needed to value the financial cost of a resource, and
changes in mortality risks and in HRQoL. A CEA
requires an estimate of the expected (mean) cost ofan
option, which represents the cost of all the resource

items that can be expected to be consumed for each



option being evaluation (see chapter 8 by Cashin and
Ozaltin). This is not just the cost of acquiring the par-
ticular intervention (such as a drug or device) being
evaluated; rather, it includes all resources that could
be consumed differentially between the options
being compared. This could include visits to and
from clinical staff, days in hospital, therapeutic and
diagnostic procedures, and pharmaceuticals.

This list of resources that may be differentially
consumed between mutually exclusive options will
depend on the nature of the disease and the alter-
native options under evaluation, but also on what
resources are funded by the budget relevant to the
resource allocation decision. For example, if patients
need to travel to a hospital clinic and, in doing so,
take time away from their usual activities, this can
impose travel and time costs on those individuals. A
CEA undertaken from the perspective of the health
system/payer’s budget, however, will ignore these
costs. It is possible to undertake CEA from broader
perspectives, with the widest sometimes known
as the societal perspective, but such analyses need
to reflect the fact that different resources impose
opportunity costs in different ways.> For example,
the opportunity cost of any travel cost imposed on
patients is likely to fall mainly on patients’ consump-
tion of other goods and services unrelated to health-
care. Reflecting the different sources of opportunity
costs can be analytically challenging, and is one
reason why CEA is typically undertaken from the
perspective of a single payer’s budget.

The measure of effectiveness, benefit, or outcome
used in CEA will be determined by the health sys-
tem’s objectives (the “objective function”). Assuming
a focus on population health, the measure needs to
be relevant to the range of patient groups covered by
the budget. This is because it is necessary to be able
to compare the expected health gained by one patient
group from a more effective and costly intervention
to the health that will be forgone by other groups
because fewer resources will be available for their
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care. For this reason, an outcome that is specific to
a particular patient group or disease (such as HIV
infection avoided) is unhelpful if resource allocation
decisions need to extend to disease areas where such
an outcome measure has no interpretation (for exam-
ple, metastatic prostate cancer). A generic measure of
health—one that includes any impact of an option
on survival duration and on HRQoL—is, therefore,
generally the focus in CEA. Two widely used CEA
measures that satisfy these criteria are the quality-
adjusted life-year (QALY) and disability-adjusted
life-year (DALY) (see chapter 6).

The precise nature of evidence depends in part on
how the study is conducted; in particular, on whether
the CEA is undertaken alongside a primary study
where sample data are available (as in a randomized
trial), or using evidence synthesized from a number of
sources within a decision analytic model. Regardless
of how the study is conducted, however, an import-
ant principle applies: all relevant evidence should be
incorporated into an analysis. It is not appropriate
to select evidence on the basis of its convenience or
the results it generates. So an important stage of any
analysis is to identify evidence in a systematic way,
to review the quality of the studies from which it is
drawn, and to synthesize it to provide the best over-
all estimate of a given quantity with relevance to the
analysis. These are the activities of systematic review,
which has a key role alongside economic evaluation.
Although collecting economic and health outcomes
data as part of a primary study such as a random-
ized trial can be valuable, it is dangerous to base an
economic evaluation solely on primary studies.* In
particular, a CEA needs to synthesize all relevant
evidence, not just that collected in the primary study,
and all options need to be compared even if they are
not included in the primary study. Hence there is a
key role for modeling and evidence synthesis in CEA
even when data are available from a primary study.®

The term relevant in the context of evidence is

important to consider further. This relates to the

119



120 PUTTING PEN TO PAPER

appropriateness of the evidence for the decision that
the analysis is seeking to inform. This is partly defined
by the patient group for which the cost-effective
option is being identified—ideally, the evidence
should be drawn from studies that include this type of
patient. This is often complicated by the heterogene-
ity referred to above in that certain endpoints or mea-
surements will vary according to the characteristics of
different types of patients in the group. Furthermore,
the studies supplying the evidence may have different
patient mixes from these different subgroups.

Understanding relevance also relates to the juris-
diction in which the decision is made. This is due to
some quantities varying systematically between dif-
ferent jurisdictions, or even between different regions
within a jurisdiction. Some of this variation may be
explained by subgroup heterogeneity; for instance,
one jurisdiction may have a greater proportion of
metastatic prostate cancer patients with bone metas-
tases than another. However, some variation may be
due to other factors that differ between countries.
These could include the relative prices of resources
used in healthcare—one country may have a relative
shortage of skilled HIV nurses, for instance—or the
underlying prevalence of a disease (which may influ-
ence cost-effective screening or diagnostic options)
or existing clinical practice for some types of patients
(which may influence the cost of particular activities).
Frameworks have been suggested that seek to provide
a more generalizable estimate of cost-effectiveness:
WHO-CHOICE is such an example, with a focus on
low-income countries (see chapter 6).°

When evidence is being sought for a CEA inform-
ing a decision about a particular patient group in a
given jurisdiction, therefore, the geographical source
of that evidence may be important.” For some types
of evidence, its location of origin may not be consid-
ered important—that is, the estimate generalizes to
various jurisdictions. This could be the case regard-
ing the relative effectiveness of a given intervention.

For example, a hazard ratio representing the impact

of one treatment, compared to another, on the rate
of mortality, may show the same proportionate effect
on the rate of death in all settings. For example, a
hazard ratio of 1.5 indicates that the rate of the event
is 50 percent higher with a given treatment compared
to the rate with another (the baseline); this may be
considered to generalize between jurisdictions even
if the baseline rate of that event systematically varies
between jurisdictions.

For other types of evidence, the geographical
source may be more important. For example, as well
as the baseline rate of the event above, the probabil-
ity of hospitalization and the mean length of stay in
hospital for the treatment of a given condition for a
particular type of patient may systematically differ
by location owing, perhaps, to standards of clinical
practice. In this situation, the challenge is to try to
identify evidence thatisrelevant to the jurisdiction in
which the decision is being made. This could include
the use of formal or informal adjustments based on
data collected outside the jurisdiction.

Relevant evidence is not just that required to esti-
mate the cost and benefit of each mutually exclusive
option within the specific patient group of interest.
As outlined in chapter 9, independent options that
are (or could be) used for all other patient groups
drawing on constrained resources are also relevant to
any decision. In principle, therefore, estimates of the
costs and benefits, or of all options available for each
and every patient group (and subgroup), are required
to implement fully a constrained maximization anal-
ysis. As discussed later in this chapter, this is a major
challenge and is an important reason why a simpli-

fied form of CEA is generally used in practice.

Analytical Approach

In principle, CEA can be implemented using math-
ematical programming having specified an objec-

tive function, such as maximizing health gain, and



relevant constraints (for example, the specified
budget). With such methods, the costs and benefits
of all options (mutually exclusive and independent)
are included in the model. The analysis indicates
the cost-effective option for each patient group that,
when taken together, maximizes the objective sub-
ject to the constraints. Mathematical programming
has been available for many years,® and there has
been interest in these methods to support resource
allocation decisions in healthcare.’

An example of such methods being used to
inform a specific decision was in the context of HIV

sox 1. Mathematical Programming for CEA

1 n
max
Xj. .. X, E XiEj

i=1
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treatments in South Africa.!” The study set out to
establish appropriate levels of implementation of
alternative treatments. Three mutually exclusive
options were considered: (1) treatment and pro-
phylaxis of opportunistic and HIV-related illnesses
without antiretroviral therapy (ART); (2) treatment
and prophylaxis of opportunistic and HIV-related
illnesses with first-line ART only; and (3) the same
option as the second one, but with both first-line and
second-line ART. Box 1 shows how the programming
was specified with the objective of maximizing health
subject to the budget constraint. This implies that not

Maximizes health outcomes where:
= iisanindex relating to the options under consideration

(wherei=1,...,n)
= X, is the percentage of those in need receiving option i

m E isthe presentvalue of the outcomes of intervention i over
the period of interest

interest

Subject to the budget constraint where additionally:
= ¢ isthe present value of the cost of option i over the period of

m Cisthe presentvalue of the budget over the period of interest

3a 0SX,'S1

Constraints to implement health maximization:

m The first expression indicates that the implementation level of

each intervention lies between 0 and 1; the interventions are

Le 2)(,»51 .

divisible and can be given to some patients in need but not all.
The second expression ensures that the sum of the propor-

tions of options cannot exceed 1.

3c xi=0...or...

Constraints to implement “equal treatment”:

= Replaces the constraint 3a for health maximization showing
that each option can either be implemented in all patients in
need or none atall.

3d 2&:1

Constraint to implement “decent minimum”:
= Health is maximized subject to the sum of proportions of need
covered by individual options equals 1, so all patients are

treated but not necessarily with the same option.

Source: Cleary, Mooney, and MclIntyre (2010).
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all patients with the same clinical need will necessar-
ily receive the same (or, indeed, any) intervention
depending on the resources available. To address the
likely equity concerns associated with this implica-
tion, the authors respecified their model to impose a
further constraint that patients with the same clin-
ical need all receive the same treatment, which may
be no treatment if there are not enough resources to
treat all (“equal treatment”). A third specification—
“decent minimum,” where all patients are ensured
a treatment even if there is variation in which treat-
ment is received—was also modeled.

The authors estimated the lifetime costs and
health effects (in terms of QALYs) of each option
using available evidence. They then used mathemati-
cal programming to quantify, for a range of budgets,
the percentage of the population in need that would
be covered by the three options and the total impact
on population health (QALYs), and compared the
opportunity costs of the “equal treatment” and
“decent minimum” equity constraints in terms of
QALYs forgone compared with health maximization.
Table 1 shows the results of the analysis. It indicates
that, for five of the seven levels of budget considered,
health maximization resulted in the greater impact
on population health. Under “equal treatment”
and “decent minimum,” no treatments are offered
for budgets of $2 billion, $4 billion, and $6 billion.
For “equal treatment,” 100 percent of resources are
allocated to one of the three options from budgets
of $8 billion upwards; and for “decent minimum”
resources are used to distribute patients across the
three treatments. Under health maximization a pro-
portion of patients receive an option for all budget
levels, but this is only, for example, 18 percent at the
lowest budget of $2 billion.

This HIV treatment example reveals some
important strengths in mathematical programming
as the analytical basis for implementing CEA. One is
the need for explicitness in the options being spec-

ified, including variants such as the scale at which

they are being implemented; the objective to be
maximized; and the relevant constraints. An import-
ant quantity that emerges from such an analysis is
a measure of cost-effectiveness of the last option to
be funded before the budget runs out or of the next
option to be funded if the budget is increased. This is
known as the “shadow price” of the budget constraint
and can also be interpreted at the marginal efficiency
of the system, which is made up of the all the options
funded in all patient groups. This gives an estimate
of the additional (reduction in) benefit that would
follow a marginal increase (decrease) in the budget.
Whether it is estimated as part of a mathematical
model such as that given in box 1 and table 1, this
quantity has an important role in CEA as a means
of estimating a cost-effectiveness threshold, and this is
considered further below.

The study’s interest in how equity considerations
might be factored into mathematical modeling for
CEAisimportant, and builds on earlier work that has
been extended by others." The South African HIV
treatment study example has some limitations. One
of these is the failure to reflect evidential uncertainty
in the analysis and to consider strategies for how
uncertainty should influence decisions in a budget-
constrained health system. Appropriate methods
for this purpose have been considered elsewhere."
A second weakness is the limited number of options
considered in the analysis. In most healthcare sys-
tems, budgets must cover a number of diseases and
many patient groups for whom numerous options
potentially are available. In principle, this also would
be the case for a system seeking to define a HBP. How-
ever, the use of a formal mathematical programming
approach to cover the full list of potential options for
all patient groups would require evidence on the costs
and benefits of every option under consideration, and
this evidence is unlikely to be available. The role of
these methods to guide policy has been in the more
limited context of a budget being allocated across a

single disease or a small number of patient groups.
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TABLE 1. Results of Mathematical Programming CEA for HIV Treatments in South Africa

us
$2

us
$14

us
$4

us
$6

us
$8

us
$10

us
$12

billion billion billion billion billion billion billion

Equal treatment

% need met on no-ART

% need met on first-line ART

% need met on first & second-line ART
Total QALYs (millions)

QALYs forgone versus health maximization — -1.9
Decent minimum

% need met on no-ART

% need met on first-line ART

% need met on first & second-line ART
Total QALYs (millions)

QALYs forgone versus health maximization  -1.9
Health maximization

% need met on no-ART

% need met on first-line ART 18%
% need met on first & second-line ART
Total QALYs (millions) 19

Unmet need (%) 82%

100% 100%
100%
100%
5.2 5.2 10.5 11.7
-39 -5.8 -2.5 -4.5 -0.8 0
88% 27%
12% 73% 31%
69% 100%
5.8 9.1 11.3 11.7
-39 -5.8 -19 -0.6 0 0
37% 55% 74% 92% 31%
69% 100%
3.9 S.8 7.8 9.7 11.3 11.7
63% 45% 26% 8% 0% 0%

Source: Cleary, Mooney, and Mclntyre (2010). Reproduced with permission.

Practical Implementation of CEA

The evidential burden associated with the formal use
of mathematical programming modeling is the main
reason why CEA has tended to focus on whether a
particular intervention for specific patients ought to

be included in a package. This approach focuses on

identifying the cost-effective option from among
mutually exclusive and exhaustive alternatives for a
particular patient group. It often considers the cost-ef-
fective option for subgroups to reflect patient hetero-
geneity, but it usually involves considering the same
set of alternatives. In contrast with formal mathemat-

ical programming, there is no explicit consideration

123



124 PUTTING PEN TO PAPER

of the resourcing of independent options for other
patient groups, nor is the budget constraint formally
modeled. Instead, a summary measure of the oppor-
tunity cost is used to represent the implications of
funding a given option for the patient group of inter-
est in terms of the benefits other patient groups forgo
as a result of a constrained budget. This measure is
generally known as the cost-effectiveness threshold. It
can take the form of the shadow price of the budget
constraint but, rather than being quantified as part of
a mathematical programming analysis, it needs to be

estimated in some other way.

CEA with two mutually exclusive options

To explain how CEA is generally used, start with the
assumption that for a specific patient group, there
are just two mutually exclusive options available to
manage these patients: current practice is to provide
no active intervention (Option A), and the alternative
is to fund a drug therapy (Option B). For each option,
the expected costs and health outcomes are estimated
based on the relevant evidence, where the key consid-
erations regarding suitable evidence are as outlined

later in this chapter. These estimates can be denoted:

Expected cost of Option A: C,
Expected cost of Option B: C,
Expected health outcomes of Option A: H,
Expected health outcomes of Option B: H,

Difference in expected costs

(Option B -~ Option A) AC
Difference in expected health outcomes

(Option B - Option A) AH
The decision, therefore, is whether any additional
health benefits from Option B justify any additional
costs. This is centered on the comparison illustrated
in figure 1. This shows a cost-effectiveness plane where
one option—here the existing form of management

(Option A)—is located at the origin. The second

option—here the new Option B—is located relative
to the origin on the basis of its expected incremental
costs and health outcomes. The horizontal axis shows
the expected incremental effectiveness of Option B
compared to Option A; and the vertical axis shows the
expected incremental cost of Option B compared to
Option A. In principle, Option B could be located in
any part of the plane. Ifit is located in the bottom-right
quadrant, it is expected (based on estimated means) to
be more effective and less costly than Option A—that
is, it is “dominant,” which indicates that it is unequiv-
ocally cost-effective subject to the available evidence
and does not impose any opportunity costs on inde-
pendent options. Conversely, if Option B is located in
the top-left quadrant, it is expected to be more costly
and less effective than Option A. This means that the
latter is dominant and the CEA suggests that existing
practice is unequivocally cost-effective with no oppor-
tunity costs imposed.

The more challenging situation for decisionmak-
ing is where Option B imposes additional expected
costs but also improves expected health outcomes
in the relevant patient group—this is shown in
figure 1 at a point in the top-right quadrant. In this
quadrant the additional health outcomes offered by
Option B come at an incremental cost. This is often
presented in terms of an incremental cost-effective-
ness ratio (ICER)—ﬁ—I(_:I—the incremental cost
per additional unit of health benefit. The ICER is
also equal to the gradient of the line running from
Option A at the origin to the location of Option B.
Option B remains a more costly investment for the
health system than standard practice and, given
constraints on expenditure, resources will need to
be taken from independent options if Option B is to
be funded. This imposes opportunity costs in terms
of the health outcomes that other patients, probably
with entirely different diseases, could have enjoyed if
the same financial resources had been made available
for their care. These opportunity costs are reflected

in the cost-effectiveness threshold, which indicates
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the maximum affordable ICER. The threshold is an
estimate of the additional cost of a new intervention
that causes other patients to forgo one unit of health
benefit because interventions are not funded. The
threshold is the gradient of the dotted line shown in
figure 1, passing through the origin and extending
into the top-right and bottom-left quadrants. Based
on expected costs and health outcomes, Option B
falls below the threshold and therefore would be
considered cost-effective. If the cost-effectiveness
threshold is denoted k, one of the two mutually exclu-

sive options can be considered cost-effective if:

AC
AL < K.

The same logic applies if Option B were to be located
in the bottom-left quadrant. The difference would
be that Option A (standard care) would have higher

New Option
more effective

New Option

less costly

expected costs and outcomes, and an ICER would
be calculated for that option compared to the new
option—namely, the incremental cost per additional
unit of benefit to retain Option A rather than move
to the less costly Option B. To assess whether stay-
ing with Option A is cost-effective in this context, its
ICER would again be compared to an appropriately
estimated cost-effectiveness threshold. This com-
parison indicates the additional health outcomes
that other types of patients with other diseases could
expect to enjoy if the savings offered by moving from
Option A to Option B were realized. In other words,
the cost-effectiveness of Option B depends on com-
paring the health expected to be forgone by patients
staying with Option A with the health expected to be
gained by other patients from the savings made avail-

able by patients moving to Option B.
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Therefore, CEA is the comparison of the health
benefits gained or forgone by different patient
groups. This is further demonstrated in the graph
in figure 2, which focuses on the nature of the com-
parison when a new option is located in the top-right
quadrant (more costly and more effective than a rel-
evant comparator), and shows the implications of
different prices. When the price of the new option is
P1, the total additional cost per patient is $2000 and
two additional units of health benefit (here QALYs)
are generated, so the ICER is $2000/2 = $1000 per
QALY gained. If the cost-effectiveness threshold is
estimated at $2000 per QALY, this means that the
new intervention generated two additional QALYs
but, because it imposes $2000 additional costs per
patient on the budget, the funding of independent
options in other disease areas is not possible and
patients will forgo health. The threshold indicates
that this opportunity cost will be % =$2000/2000
=1 QALY. As the additional QALYs generated by the
new intervention are greater than the opportunity
costs (2 vs. 1 QALY), the new option is cost-effective
at price P1, below the cost-effectiveness threshold
in figure 2. The gains from implementing the new
option can also be expressed in terms of an alterna-
tive measure of cost-effectiveness, the net health ben-
efit (NHB), which is denoted:

NHB: AH-AC.

Ifthe NHB is positive, the new option s cost-effective
compared to a mutually exclusive alternative.

Figure 2 also shows how NHB changes as the
price of the new intervention increases. At P2, the
additional cost per patient increases to $4000, hence
the ICER is $4000 / 2 = $2000, which is equal to
the cost-effectiveness threshold. This means that the
NHB is {2 - $4,000 =0}. Therefore, P2 is the maxi-

$2,000
mum price that the health system can afford to pay

for the new intervention without incurring losses

in terms of population health; this price has been
defined as the value-based price.'> At a price of P3, the
additional cost per patient is $6000, which means
the ICER is $3000 and, with a threshold of $2000
per QALY, NHB is negative {2- :g:ggg =-1},and the
funding of the new option would result in net losses

to population health. Figure 2 shows how health sys-
tems can think about the maximum prices of propri-
etary health interventions that can be afforded. This
is important in negotiating suitable prices from man-
ufacturers and shows the implications (for net popu-
lation health) of agreeing to fund interventions at too

high an acquisition cost.

An example of a CEA with two options

Numerous CEAshavebeenconductedinLMICs.One
example is a study assessing the cost-effectiveness of
cotrimoxazole prophylaxis in HIV-infected children
in Zambia."* The analysis used a Markov model to
estimate future benefits and costs. The model char-
acterized HIV disease progression in terms of CD4
T-cell percentage (CD4%) and took its effectiveness
estimates from a randomized trial that had shown
a 43 percent reduction in mortality with cotrimox-
azole prophylaxis. Costs considered included the
cost of the cotrimoxazole and other drug therapies,
diagnostic and monitoring tests, inpatient stays, and
outpatient visits. Health outcomes were expressed
both in terms of QALYs and DALYs, where gains
in expected survival duration were estimated in
the Markov model, and HRQoL weights came from
other published sources. Table 2 shows the base-case
results from the study. These show that prophylaxis
with cotrimoxazole adds costs to the budget but also
improves expected outcomes. The authors presented
ICERs for both QALYs and DALYs: $94 and $353 per
additional unit of benefit, respectively.
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ricure 2. The Concept of the Net Health Benefit (Top-Right Quadrant of the Cost-Effectiveness Plane)
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Source: Claxton and others (2008).

TaBLE 2. Base-Case Results from a CEA of Cotrimoxazole
Prophylaxis in HIV-Infected Children in Zambia

Expected costs per patient (2006 US$) 2,032 2,158
Expected outcomes per patient

QALYs 2.49 3.83
DALYs -22.74 -20.39
Incremental cost-effectiveness ratios (2006 US$)

QALYs gained 94
DALYs avoided S3

Source: Ryan and others (2008).
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CEA with more than two
mutually exclusive options

In reality, more than two options often are available for
a given patient group. Indeed, in some situations there
are many options, as in evaluating alternative diag-
nostic strategies where there can be numerous ways to
use single or multiple tests, particularly when alterna-
tive diagnostic strategies have a range of possible ther-
apeutic options. The steps needed to determine the
cost-effective option among more than two mutually
exclusive alternatives are illustrated using an example
of a study looking at the cost-effectiveness of drug resis-
tance testing to assess the need for drug switching from
first- to second-line ART in HIV patients in low-in-
come sub-Saharan Africa.' The analysis was based on
an infectious disease model that simulated the HIV
epidemic in Zimbabwe. Table 3 shows the 10 mutually
exclusive options from which a single cost-effective
option was to be drawn. The additional costs (in million
$US) and DALYs averted were estimated over a 10-year
period relative to the standard practice of no monitoring
or second-line ART (Option A in the table). The follow-
ing steps are taken to identify the cost-effective therapy:

1. Establish the full list of mutually exclusive options
from which a cost-effective intervention is to be
identified.

2. Rank the options in terms of their expected costs or

expected outcomes (here, DALYs averted have been

used).

3.Remove options that have higher expected costs
and lower expected outcomes than at least one other
option (these are dominated, and cannot be cost-
effective). This removes Options C and I from further

consideration.

4.ICERs for all options that are not dominated are
shown in the fifth column. As shown for two options

in table 3, this involves taking the ratio of additional
costs to additional DALYs averted between each

option and the next most effective.

5.Identify the options that cannot be cost-effec-
tive as they are less effective and have higher ICERs
than other options. For example, Option D has an
ICER of $1,958 compared with B but Option F is
more effective and has a lower ICER. For any given
cost-effectiveness threshold, Option D could not be
selected in preference to Option F. Options D, E, and
G are removed from further consideration for this
reason, and are defined as being subject to extended

dominance.

6. Ascertain the cost-effective option from those
remaining. In this example, there are five: Options
A, B, F, H, and J. Calculate ICERs between these
options in ascending order of effectiveness. For
example, the ICER of Option J is compared to the

next-less-effective remaining option (Option H):

$270,600,000 — $190,400,000
o LS = $2,120.
178,537 - 140,713 52,

7.As for the two-option case, the cost-effective
option depends on the cost-effectiveness threshold.
This will be the most effective option with an ICER
below the threshold. For any threshold below $552
per DALY averted, Option A will be cost-effective.
For thresholds between $552 and $1,414 per DALY
averted, Option B will be cost-effective. For thresh-
olds between $1,415 and $2,103, Option F will be
cost-effective. For any threshold between $2,104
and $2,119, Option H will be cost-effective. For
any threshold of $2,120 and above, Option J will be

cost-effective.

Figure 3 shows these steps as a graph, which is the top-

right quadrant of the cost-effectiveness plane shown
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TABLE 3. Results of an Incremental Cost-Effectiveness Analysis of More Than Two Options

129

Costs NHB NHB NHB NHB

Option Description DALYs (millions) ICER(1) ICER(2) ($500) ($1000) ($1500) ($2500)

A No second line, no 0 $0.00 — — — — — —
monitoring

B Clinical monitoring 37,673 $20.80 $552.12 $552.12 -3,927 16,873 23,806 29,353
with VL confirmation

C Clinical monitoring 26,983 $21.30 Dom -15,617 5,683 12,783 18,463
with VL confirmation
and resistance test

D Clinical monitoring 45,435  $36.00 $1,958.26 ED -26,565 9,435 21,435 31,035
alone (ED)

E CD4 count monitoring 91,857 $116.20 $1,760.67 ED -140,543 -24,343 14,390 45,377
with VL confirmation (ED)

F CD4 count monitoring 106,212 $117.80 $1,415.25 $1,415.25 -129,388 -11,588 27,679 59,092
with VL and resistance
test

G CD4 count monitoring 111,424 $159.40 $7,981.58 ED -207,376 -47,976 5,157 47,664
alone (ED)

H VL monitoring withVL 140,713  $190.40 $2,104.29 $2,104.29 -240,087 -49,687 13,780 64,553
confirmation

I VL monitoring with 139,589  $191.10 Dom -242,611 -51,511 12,189 63,149
VL and resistance test
confirmation

J VL monitoring alone 178,537  $270.60 $2,120.35 $2,120.35 -362,663 -92,063 -1,863 70,297

ICER (1): incremental cost-effectiveness ratio (ICER) including those options subject to extended dominance.
ICER (2): ICER after options subject to extended dominance have been excluded.
NHB: Net health benefit as defined in Section 3.1; the number in the parentheses on the column header indicates the cost-effectiveness

threshold used to calculate the NHB.

Based on Phillips and others (2014) analysis of drug-resistance testing to assess the need for drug switching from first- to second-line antiret-

roviral therapy in HIV patients in low-income Sub-Saharan Africa.

in figure 1. The expected costs and DALYs averted for
each of the 10 options are plotted on the figure. Lines
link those options that are not subject to dominance
or extended dominance, and this is known as the effi-
ciency frontier. The gradients of the lines linking these
nondominated options are the ICERs between them,
as shown in the figure.

As for the two-option example, these 10 options

can be compared in terms of expected NHB. This is
shown in the last four columns of table 3, where NHB
has been calculated for alternative cost-effectiveness
thresholds ranging from $500 to $2500 per DALY
averted. The cost-effective option is always the one
with the highest positive expected NHB. This is
Option A at a threshold of $500 per DALY averted,
Option B for $1,000 per DALY averted, Option F for
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FiGure 3. Identifying the Most Cost-Effective Therapy

Incremental cost
(Million US$)
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DALYs averted over 10 years

Note: Top-right quadrant of the cost-effectiveness plane showing 10 options for resistance testing to inform second-line
ART for HIV (based on Phillips and others (2014)). The alphabetical labels for the options are shown in table 3.

$1,500 per DALY averted, and Option J for $2,500
per DALY averted. The use of NHB (conditional on
a given threshold) rather than estimating ICERs is
particularly helpful when many alternative options

are being compared.

The Cost-Effectiveness Threshold

It should be clear that the cost-effectiveness threshold
hasacritical rolein CEA in that, based on an estimate

of the marginal productivity of the health system, it

avoids the need to quantify the costs and benefits of
every feasible intervention for every patient (sub-)
group and at different scales of implementation.
When there are limits on expenditure, from which
interventions for a range of patient groups and sub-
groups have to be funded, the threshold represents
a clear concept: namely, the health other patients
forgo when other options are funded instead of ones
that would benefit them. This has been described as
a “supply-side” cost-effectiveness threshold'® because
it represents what the healthcare system currently

delivers, distinct from a “demand-side” concept



representing a view of how much society should be
willing to pay to improve health (often based on
estimates of individuals’ willingness to forgo per-
sonal consumption to improve their health).”” An
example is the historical WHO guidance that a
cost-effectiveness threshold be defined, for a given
country, on the basis of a multiple of that country’s
gross domestic product per capita (suggested as mul-
tiples of between 1 and 3)."* Demand-side thresholds
may provide some information to guide the setting
of aggregate budgets for publicly funded healthcare
(although this view can be criticized)" but such
metrics do not inform allocation decisions for con-
strained financial resources to support interventions
across patient groups in light of the funding available.

Supply-side cost-effectiveness thresholds are
especially important because they enable countries
to assess individual treatments without needing to
reappraise the entire contents of the HBP. However,
the challenge for analysts is the limited availability
of empirical estimates of the value of the threshold
reflecting the opportunity costs of funding treat-
ments for countries at different levels of income. This
has been the case in high-income countries where,
for many years, thresholds have been based on little
evidence at all. One of the first examples of empirical
estimates based on opportunity costs comes from a
study in the United Kingdom regarding the thresh-
old of funding new interventions in the National
Health Service (NHS) in England and Wales.?
Using routine NHS data, this study estimated the
relationship between changes in expenditure (over-
all and by clinical area) across local healthcare com-
missioners and changes in mortality in those clinical
areas for which such an outcome can be quantified.
An estimate of the threshold was derived on the basis
of available evidence and alternative assumptions
about how changes in mortality can be expected to
relate to life-years and QALYs gained, and about how
this can be considered a surrogate for QALYs gained

in clinical areas where changes in expenditure have
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no quantifiable mortality effects. This can be inter-
preted as the impact on health associated with mar-
ginal changes in overall expenditure, a necessary
point of information to secure an empirical estimate
of the cost-effectiveness threshold.

For those countries concerned with ensuring
that HBPs are consistent with the cost-effective use
of resources from available funding, research to esti-
mate relevant cost-effectiveness thresholds is a high
priority. A preliminary basis of estimation for indi-
vidual jurisdictions has been proposed based on the
work undertaken in the United Kingdom.*' This uses
the estimates of the NHS threshold*” and adjusts for
estimates of how changes in national income affect
how individuals are willing to forgo their consump-
tion of goods and services other than healthcare in
order to improve their health. Other work has used
existing published estimates of the mortality effects
of health expenditure across LMICs to estimate the
cost per DALY thresholds for 57 low-income and 64
middle-income countries, reflecting the demographic
and other characteristics of each LMIC.* The results
suggest that a threshold that represents health oppor-
tunity costs is likely to lie below 1 X per capita.

Decisions about whether to fund new interven-
tions often are made separately, and by different
agencies, from decisions about disinvestment—that
is, what interventions to remove or to reduce in scale
to accommodate the new investments. The estimated
cost-effectiveness threshold can help link those two
types of decisions: it informs those deciding on the
new interventions what their decisions will mean for
other patients whose services will not be supported.
In the context of HBP decisionmaking, balancing
investment and disinvestment could be character-
ized as “one option in, one option out.” The principle
would be the same as outlined more generally above:
to identify one or more candidates for disinvestment
that would generate sufficient funding to include a
new option elsewhere and result in an overall NHB

gain. However, such an approach risks disinvesting in
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interventions that are more cost-effective than other
currently funded options even if they generate less
population health gain than the new option.>* There-
fore, an estimate of the cost-effectiveness threshold
should always be used as a measure of the marginal
impact of the health budget on population health to

guide both new investments and disinvestments.

Further Analytical Issues
in Guiding Decisions

The focus of this chapter is an introduction to CEA
to support healthcare resource allocation decisions
in general and those relating to HBP in particular.
The use of CEA to support actual decisions regarding
resource allocation needs to reflect inevitable com-
plexities and evidence in a way that is consistent with
the characteristics of decisions. Many jurisdictions
have embraced these methods, but challenges remain
in making them as useful as possible to decisionmak-
ing. The following sections provide a brief overview
of some of those challenges and of how CEA has

evolved in response.

Broader objectives and constraints

The earlier sections described CEA using an objec-
tive of gains in population health subject to the
single constraint of a limited budget. The majority of
applied studies also follow this approach. In reality,
decisionmaking is set in a context where a number of
considerations, in addition to health outcomes, are
relevant to decisions. In principle, CEA can incor-
porate a more complex objective function, using two
analytical steps. The first step would be to specify
the trade-offs between the relevant objectives. For
example, if reductions in health inequality as well as
gains in health outcomes were considered relevant
objectives, it would be necessary to define how much

forgone health gain would be acceptable to reduce

inequalities and vice versa. Such trade-offs might be
quantified based on the preferences of the general
public or of the ultimate decisionmakers. The second
step would be to estimate the cost-effectiveness
threshold using this broader array of objectives.
A new, more expensive intervention will impose
opportunity costs in terms of benefits that patients
(probably in other clinical areas) will forgo because
they will have to accept less-effective but less-costly
options to fund the new intervention. These forgone
benefits should be characterized the same as the ben-
efits received from the new intervention; for example,
incurring health opportunity costs may accentuate
health inequalities.

CEA has been further developed to reflect a
wider set of objectives, including severity,” finan-
cial protection,?® and health inequalities.”” (In this
book, chapters S and 6 consider some of these meth-
ods more fully.) These studies are, however, largely
conceptual, and as yet there are only a few examples
of empirical studies that have been used to support
real decisions. Given the limited number of appropri-
ately estimated cost-effectiveness thresholds, it is not
surprising that there has been little attempt to incor-
porate a wider set of objectives into those estimates.
Recent empirical work in the United Kingdom on
cost-effectiveness thresholds has considered how this
work might be broadened to include disease burden
and productivity.”®

Other methods have been suggested to capture a
fuller range of objectives in decisionmaking. Multi-
criteria decision analysis (MCDA) is one approach
that has gained considerable interest in recent years,
principally in high-income countries.” These meth-
ods (covered in more detail in chapter 6) seek to
specify a full range of “criteria” that are considered
relevant to a resource allocation decision, to define
systems for scoring alternative options on each cri-
terion, and to identify weights to indicate the rela-
tive importance of each criterion. There is a range of

approaches to these analytical steps but, in general,



decisionmakers should play a key role in defining the
relevant criteria, scoring systems, and weights used
to generate a weighted average score for each option
being compared.

There are various examples of these methods
being used to guide decisions and there is some vari-
ation in how these are specified. For instance, work
by EVIDEM in Canada identified a set of attributes
that could be seen as part of the potential benefits of
interventions, including effectiveness, tolerability,
convenience, public health interest, disease severity,
and size of patient population.®® These applications,
however, do not explicitly reflect constraints to deci-
sions, in particular to the limits on resources, and
consequently they generally do not explicitly con-
sider opportunity costs (which should be expressed
in terms of all the decision-relevant criteria). As such,
they should be considered complements, rather than
alternatives, to CEA.

Decisionmaking organizations that use CEA
generally do so as part of a deliberative process.
They augment the results of the analysis with other
information, including any particular considerations
about patient groups concerned, such as the rarity of
their disease, and the challenges in generating evi-
dence, such as whether the measure of benefit reflects
all aspects of value.*' Ideally, decisionmakers would
make explicit judgments about these wider consider-
ations and how they relate to the CEA’s conclusions.
One aspect of this would be to show the implica-
tions of bringing additional criteria to bear for the
CEA estimates of changes in population health. For
example, if decisionmakers are considering funding
an option that may not be cost-effective in terms of
health outcomes but makes treatment available to a
patient group that has no other therapeutic options,
the implications for overall reduced population
health can be shown. Quantifying the opportunity
cost in this manner can improve decisions and, if the
decisionmakers’ evidence, analysis, and delibera-

tions are all transparent, can enhance accountability.
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As described earlier, the constraints that deci-
sionmakers need to reflect in their decisions can also
extend beyond a limited budget. These may include,
for example, human resource constraints, whereby
relevant skilled staff are not available in a healthcare
system, at least in the short term. As shown, incor-
porating additional constraints into CEA using
formal mathematical modeling is a straightforward
approach, at least in principle. Examples of such anal-
yses include those that specify equity as a constraint.
There are few examples, however, of the more widely
used form of practical CEA reflecting multiple con-
straints. Developing and using such methods can be
considered a research priority.

A method that has relevance to the issue of con-
straints is “value of implementation” analysis.*> CEA
can be seen as effectively estimating the potential
impact of a specific option on, say, population health.
The realized impact will partly depend on the extent
to which the option is implemented in the system. A
number of factors may explain the fact that realized
implementation is less than its potential, including
a failure of clinical staff to recommend/adopt the
option, patient reluctance to use it, or a failure in the
healthcare system to deliver the option because of
financial or human capital resource problems. These
potential factors explaining low levels of implementa-
tion of a cost-effective intervention can be considered
examples of constraints that were not included in the
CEA, either because they were not known or it was
not considered feasible to incorporate them formally
into the analysis. The gap between the potential and
realized impact on population health of an interven-
tion can be termed the value of perfect implementation.
It indicates the maximum that the health system can
spend to increase implementation in a cost-effective
way—that is, it can show how much more cost can
be added to the intervention to address the limited
implementation and for it to remain cost-effective.
This information can guide decisionmakers regard-

ing what they can do to increase implementation.
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They may invest in inventions to promote imple-
mentation to address supply-side problems, such
as funding additional staff to deliver the service or
training existing staff; demand-side issues, such as
funding travel to get patients into the clinic to have
the intervention administered; and health system
strengthening more generally. The approach can also
include a CEA of particular implementation inter-
ventions (alone or in combination). For example,
Paul Revill and colleagues used a value of implemen-
tation approach to inform the value of strengthening
drug supply chains for cotrimoxazole prophylaxis for
children with HIV.* It offered a means of address-
ing the challenge of anticipating all the constraints
facing health systems at the point of an initial CEA.
It also provided a way of linking the economic
evaluation of interventions to research into health
system structure, financing, and organization, all of
which are research areas that have developed largely
independently.

Quantifying uncertainty to guide decisions

In guiding decisions, CEA needs to reflect the
inevitable uncertainty in estimating the impact of
alternative options on population health. This uncer-
tainty can relate to the evidence used as part of the
analysis: for example, underlying risks of particular
clinical events, the effect of alternative options on
this risk, the costs of interventions and of managing
the clinical events they are seeking to prevent, the
impact of these events on patients’ HRQoL, and the
longer-term prognostic implications of the events.
This evidence is generally drawn from primary stud-
ies such as randomized trials and various forms of
observational research, and from secondary sources.
Evidence is inherently uncertain, however, owing
to factors such as sampling uncertainty and the
risk of potential bias; together, these can be termed
parameter uncertainty.>* There is also uncertainty in

understanding how the evidence fits together; that

is, structural uncertainty, as reflected in assumptions
inherent within any analysis such as how long a given
treatment remains effective or what happens to a
patient’s disease when they cease treatment.

A common tool for assessing the implications
of uncertainty is sensitivity analysis. This often has
taken the form of varying the estimate of a single
given parameter to reflect its uncertainty and estab-
lishing how the ICER or NHB changes. A thorough
uncertainty analysis will, however, consider the
combined implications of all forms of uncertainty.
Using a method known as probabilistic sensitivity
analysis, decisionmakers can be informed about the
probability that each mutually exclusive option for
a given patient group is cost-effective.*® This can be
used to present decision uncertainty: the likelihood
that a particular decision—implementing Option
B rather than staying with Option A in figure 2, for
instance—will be the wrong decision. The implica-
tions of any wrong decision can also be presented in
terms of wasted resource costs or forgone population
health. If a decision is made to fund an intervention
that is not actually cost-effective or not to fund one
that is, there will be a reduction in net population
health compared with decisions made with perfect
information. The combination of the probability of a
wrong decision and the implication of that decision
can be termed the expected cost of uncertainty: the
cost that the decisionmaker faces as a result of the
limitations of existing evidence and understanding.
As such, it provides an indication of the maximum
value the decisionmaker should place on reducing
uncertainty (to improve evidence and understand-
ing) through additional research.*® Methods known
as “value of information analysis” extend this to place
avalue (in terms of financial resources or population
health) on particular research studies.”’

As well as informing decisionmakers on whether
to adopt particular options given existing research,
CEA with appropriate uncertainty analysis can

guide more nuanced decisions such as adopting an



option only in the context of an active research study,
adoption across a patient group but with additional
research, or either of these choices with a change in
the price that the system pays for a proprietary tech-
nology.*® Although this framework for using uncer-
tainty to guide abroader range of decision options has
been described, its use in actual decisionmaking is as
yet limited. Understanding how the value of an inter-
vention interacts with the value of further research to
reduce uncertainty, and reflecting this awareness in
decisionmaking, is an untapped source of informa-

tion for resource allocation decisionmaking.

Conclusion

For many LMICs, the HBP forms a central com-
ponent of an overall health sector strategic plan. A
health sector strategic plan is typically designed
for implementation over the medium term, often
around five years, and guides the activities of the
public healthcare authority (usually the ministry of
health) and its closest partners, including bilateral
and multilateral donors and nonprofit providers of
healthcare. The HBP specifies the interventions that
are prioritized for funding. Malawi is one such coun-
try that has had a HBP—the Essential Healthcare
Package (EHP)—since 2004, and its experience is
detailed in box 2.

One of the challenges in using CEA to support
decisions in LMICs, as in the case of Malawi, is the
limited number of analysts available in many coun-
tries to implement this type of work. An interna-
tional priority is to address this through training
and education. Efforts have been made to develop
methods to provide generalizable estimates of
cost-effectiveness.” The Disease Control Priorities
Project has sought to generate estimates of “good
buys” in LMICs for many interventions and dis-
ease areas.*” However, a key issue is how to support

individual countries in taking this type of evidence
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and interpreting and adapting it in each setting, and
using it as part of a decisionmaking process. It is
important to see CEA as a framework for structur-
ing and informing decisions, working closely with
relevant decision- and policymakers, rather than
solely as a technical exercise that dictates decisions.
A recently developed International Reference Case
for economic evaluation emphasizes the importance
of adhering to CEA principles to support decisions,
even when time and analytical resource is short.*

This chapter has focused on the key elements of
CEA methods, but has also considered recent further
developments that may enhance the decisionmaking
support value of CEA. These developments include
empirical research to quantify the cost-effectiveness
threshold as an expression of opportunity costs,
approaches to augment population health with other
objectives as part of CEA, value of implementation
analysis, and uncertainty analysis. Other CEA devel-
opments may help decisionmakers use CEA to guide
decisions about the content of HBPs. These include
methods to synthesize complex networks of evidence
from many different sources,* the development of
decision analytic modeling as a CEA vehicle link-
ing all available information to the decision specif-
ics,® and improved methods to measure and value
HRQoL in a way that is suitable for CEA.**

There are particular considerations in using
CEA to populate HBPs. Standard CEA methods
were developed mainly to support decisions when
a defined set of funded interventions already exists,
often regarding whether to further invest or disin-
vest at the margin and, if so, with what opportunity
costs. Such decisions could include marginal invest-
ments in additional interventions for patient groups
not currently covered on the list, or potentially more
effective options for patient groups for whom other
interventions are currently on the list. This is a simi-
lar context to the one in which CEA isused to support
decisions about new medical technologies (generally

branded pharmaceuticals) in high-income countries.
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sox 2. HBP Design in the Real World: The Essential Healthcare Package in Malawi

The initial motivation of the 2004 Essential Healthcare Package (EHP) in Malawi was to identify
interventions for funding that were the most cost-effective and were targeted toward the diseases
with greatest overall burden, and then to provide those selected interventions to the whole pop-
ulation free at the point of delivery, without user fees. Malawi's Ministry of Health and its develop-
ment partners agreed to provide the EHP through a collaborative Sector Wide Approach, which
also included combining some of their funding into a common “pooled” account.

The EHP was updated and expanded to include additional interventions in 2011. Cameron
Bowie and Takondwa Mwase find that 33 of the 55 EHP interventions fell below an internationally
recommended cost-effectiveness threshold of $150 per DALY-averted (that is, would be deemed
“cost-effective,” if this were the appropriate cost-effectiveness threshold).? However, a number
of included interventions had ICERs above this level and other excluded interventions had ICERs
lower than $150. Overall it appeared that burden of disease was at least as important a factor in
determining choice of interventions for the EHP as cost-effectiveness.

The Malawi experience brought forward a number of challenges in developing a HBP. First, the
time available to develop it was limited—it needed to be ready in time for the HSSP, even though
more time would have been valuable to determine the optimal plan. Second, the evidence base
on the cost-effectiveness of interventions was severely limited—one source of ICER estimates was
used® and no estimates were derived specifically for Malawi. Third, the EHP criteria were not clearly
established and the validity of some factors (such as burden of disease) to inform resource alloca-
tion was unclear. Fourth, there was no explicit plan for how the EHP would evolve as the evidence
base on cost-effectiveness and important inputs (for example, prices) changed.

A further question that has emerged since 2004 as the EHP has been updated is what its role
should be in generating revenues for the health sector as opposed to only informing resource
allocation. Since 2001 the EHP has expanded and increased in cost from $17.53 per person per
year (pp/py) to $44 pp/py in 2011—far exceeding any growth in available resources, which changed
from <$5 to $14.5 pp/py for “all” functions of the health system, including management and health
systems strengthening in addition to the direct funding of interventions.© One reason provided
for a large benefits package is its possible role in generating resources. However, trying to imple-
ment a HBP that is not fully funded must surely incur large opportunity costs when this leads to
the highest-value interventions not being implemented. The Ministry of Health in Malawi is cur-
rently revising its EHP yet again and is grappling with how to optimally allocate its severely limited
resources while also increasing its resources to achieve population health gain.

a. Bowie and Mwase (2011).
b. Jamison and others (2006).
c. Phoya and others (2014).

The methods are also amenable to guiding decisions
about which existing interventions are no longer
cost-effective and are suitable for disinvestment to
make financial room for new activities.

CEA can also be used to guide HBP drafting and

development decisions when no existing options are

funded. The mathematical modeling approach to
CEA outlined earlier in the chapter is highly suitable
for supporting these types of decisions, as it simul-
taneously identifies the bundle of mutually exclusive
options across a range of patient groups, consistent

with maximizing a given objective subject to a set



of specified constraints. As discussed earlier, the
challenge with the formal use of these methods is
the data needed on the costs and benefits of the full
range of candidate options for the packages. The
simple implementation of CEA, by contrast, would
involve estimating a cost-effectiveness threshold
and funding the most effective option for each rele-
vant patient group with an ICER below that thresh-
old. The problem here is that these decisions are
no longer marginal, as they are likely to involve a
commitment of a large proportion of the budget. As
decisions are made on what to include in the HBP,
the estimate of the threshold will change. Unless
the endogenous nature of the threshold is reflected
in decisions, there is no means of ensuring that the
budget constraint will be respected.

These challenges suggest that something of a
hybrid approach to the use of CEA is necessary. This
would not generate simple lists, but would contrib-
ute to a deliberative process of decisionmaking. An
estimate of the current cost-effectiveness threshold
reflecting the existing HBP would be a starting point
for assessing whether particular interventions are
feasible candidates for entering a new package. This
cannot be done in a deterministic way, but interven-
tions with ICERs markedly above the existing thresh-
old could be considered a low priority for inclusion.
Analysis would then focus on modeling different sce-
narios regarding which interventions will generate
the greatest health gain (in terms of DALYs averted,
for instance) with the defined budget. The focus here
would be on the absolute costs and health outcomes
of the interventions rather than ICERs. A range of
scenarios would be necessary that might start with
some simple assumptions—for example, that there
are no constraints in getting interventions to rele-
vant patient groups or in patient utilization, and that
health gain is the only relevant objective of inter-
est. Then changes could be made to those scenarios
to reflect the complexities of the system and other

policy objectives. For example, scenarios could be
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modeled that look at the health gain forgone because
of different supply- or demand-side constraints, such
as if a given set of interventions only reaches 50 per-
cent of a relevant patient group. The models may give
some insights into the value of policy initiatives to
relax the constraints, or to strengthen the system.
Scenarios could also be run to consider additional
policy objectives, such as financial protection, in
which the scenario would evaluate what health might
be lost if interventions that produce modest gains in
health but offer significant financial protection are
included in the package. These sorts of analyses do
not provide definitive answers for decisionmakers,
but rather help inform their judgments about the
expected benefits and opportunity costs associated
with different HBP configurations. An early example
applying these methods was recently developed to
inform decisions for the Malawian HBP.*

Itis possible to identify some priorities for further
development in CEA methods for their use specifi-
cally in informing decisions about HBPs in LMICs.
First, whether formal CEAis used or not, any decision
regarding the allocation of limited resources to alter-
native healthcare interventions and programs needs
to estimate opportunity costs—the benefits forgone
by funding one option rather than alternatives. With
the practical CEA outlined in this chapter, this mea-
sure of opportunity cost is represented by the cost-
effectiveness threshold: the maximum acceptable
ICER. Few countries have empirical estimates of this
threshold; further empirical work is under way, but
a major research program is needed for this area. A
second research priority relates to health system con-
straints in LMICs other than those related to finan-
cial resources, particularly in terms of developing
methods to reflect these additional constraints more
formally in CEA. Assuming that these constraints
can be identified and appropriately quantified, they
can be readily incorporated into mathematical mod-
eling and then perhaps into the more widely used

form of CEA, perhaps building on the methods of
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value of implementation analysis outlined earlier. A
third research priority involves the broad area of evi-
dence—the estimates of clinical, resource use, and
epidemiological quantities that drive CEA. There is
not enough appropriate evidence for CEA in all juris-
dictions, but this lack is particularly acute and likely
to continue in LMICs. Therefore, improved methods
are needed to make the most efficient use of existing
evidence and to generalize evidence from the settings
in which it was generated to inform decisions made

elsewhere.
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CHAPTER 5

Benefits beyond Health

Evaluating Financial Risk Protection and Equity
through Extended Cost-Effectiveness Analysis

Stéphane Verguet

Dean T. Jamison

At a glance: Extended cost-effectiveness analysis helps quantify equity and the non-health impacts of

health policy, like financial risk protection.

Multiple criteria are involved in decisionmak-
ing and prioritization of health policies.! The
trade-offs between efficiency and equity are among
these criteria, and have long been emphasized in
the field of HIV/AIDS treatment and prevention,
for example.” Notably, several mathematical frame-
works, including mathematical programming, have
been proposed to incorporate equity considerations

into resource allocation in the public sector.’

Large parts of this chapter have been reproduced and adapted
from: Verguet, Kim, and Jamison (2016) (licensed under Cre-
ative Commons Attribution (CC BY 4.0) available at: https://
creativecommons.org/licenses/by/4.0/) and Verguet and Jami-
son (2017) (licensed under Creative Commons Attribution
(CC BY 3.0 IGO) available at: https://creativecommons.org/
licenses/by/3.0/igo/).

Protection from financial risks associated with
healthcare expenses is emerging as a critical compo-
nent of national health strategies in many low- and
middle-income countries (LMICs). The World Health
Organization’s (WHO) 1999 and 2000 World Health
Reports included provision of financial risk protec-
tion (FRP) as one criterion of good performance for
health systems.* The reduction of these financial risks
is one objective of health policy instruments such as
universal public finance (UPF): full public finance for
healthcare services irrespective of whether services
are provided privately or publicly. Indeed, out-of-
pocket medical payments can lead to impoverishment
in many countries, with households choosing from
among many coping strategies such as borrowing

from friends and relatives or selling assets in order to
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manage health-related expenses.® Absent other financ-
ing mechanisms, household medical expenditures can
often be “catastrophic”—defined as exceeding a cer-
tain fraction of total household expenditures.

Health policies such as UPF of health interven-
tions entail consequences in multiple domains. Fun-
damentally, uptake of interventions and hence UPF
provides increased health benefits, including disease
cases prevented and deaths averted. Yet UPF also can
generate distributional benefits such as enhancing
equity (in the sense of equalizing health among indi-
viduals in a given population) and non-health bene-
fits, such as preventing medical impoverishment or
providing FRP.

Traditionally, economic evaluations of health
interventions, known as cost-effectiveness analysis
(CEA), have focused on health improvement and
have estimated an intervention cost per health gain,
in dollar per death averted or dollar per disability-
adjusted life-year (DALY) averted.” That said, argu-
ments have been developed for some time that CEA
in health should start to explicitly consider the mul-
tiple dimensions of outcome. The CEA chapter of the
Oxford Textbook of Public Health, for example, argues
that FRP should be included in the outcome side and
utilization of scarce health system capacity should
be listed on the cost side.® The goal of this chapter is
to detail the methods of extended cost-effectiveness
analysis (ECEA),” which extends traditional eco-
nomic evaluation with distributional aspects (such as
health and financial aspects) and with an evaluation
ofthe FRP consequences of policy. ECEA thus serves
broader objectives than CEA in providing guidance
in the design of health policies in general and health
benefits packages (HBPs) in particular.

The basic concepts and methods of ECEA were
first laid out in an analysis of policies for expanding
tuberculosis treatment in India, and ECEA has since
been applied in more than 20 contexts. The genesis
of ECEA was to improve the policy relevance of the
third edition of Disease Control Priorities in Developing

Countries, and multiple ECEAs were undertaken
in support of this goal.'® In this respect, ECEA pre-
sents similarities with the existing frameworks of
cost-benefit analysis and cost-consequence analysis

"' with analytical

tabulating disaggregated results,
frameworks incorporating equity and FRP concerns
into economic evaluations.'” It enables the design of
HBPs that quantify health, distributional, and non-
health benefits for a given expenditure on specific
health policies, based on the quantitative inclusion of
how much distributional and non-health benefits are
being bought, as well as how much health benefits are
being bought with a given investment on a policy. In
this respect, ECEA can give answers to some of the
policy questions raised by the 2010 and 2013 WHO
World Health Reports" on how to select and sequence
the health services to be included in HBPs in LMICs.

Approach

Consider the implementation of a given health policy
in a given population, such as public finance for a
package of vaccines, taxation on tobacco products,
or legislation to enforce mandatory wear of helmets.
The population can be subdivided into subgroups: per
socioeconomic status according to five income quin-
tiles, per region according to geographical locations
(such as by state, region, or county), or per gender.

The policy presents a given coverage and given
effectiveness on preventing disease burden in the
population, as well as a net cost. What the ECEA
methodology examines is a health policy assessment
in quantifying not only the health benefits but also
selected non-health benefits in the population, and
their distributions, for a given increment in public (or
private) expenditure (see figure 1, which graphically
depicts the main objective of ECEA).



FicURE 1. The Main Objective of ECEA
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OBJECTIVE: efficient purchase of health & non-health benefits

Similarly to CEA measures (e.g., $ per death averted),

estimate efficient purchse of FRP (e.g., $ per FRP provided,

$ per poverty case averted)

Financial risk
protection (FRP)

(e.g., poverty
cases averted)

Per given budget,
(e.g., per $1 million)

Source: Verguet and Jamison (2017).

Health benefits

With the introduction of the policy, health benefits are
procured, quantified (for example) by the sum of the
burden of disease averted in each population subgroup,
potentially with a specific effectiveness of the policy
assumed to be constant per population subgroup. In
this respect, the ECEA estimates the distributional
health consequences, and in particular benefits (such
as mortality, morbidity averted, disability-adjusted
life-years [DALYs] averted, quality-adjusted life-years
[QALYs] gained), per population stratum, whether
per socioeconomic group or geographical setting (see
figure 2, which displays per income quintile the under-
five deaths averted with UPF of pneumonia treatment

and/or vaccination in Ethiopia).

Equity
(e.g., deaths averted
among bottom 20%)

Health benefits
(e.g., deaths averted)

ey

ricure 2. Under-Five Deaths Averted with
UPF of Pneumonia Treatment and/or
Vaccination in Ethiopia

Deaths
averted

2,500

. Pneumonia treatment

. Pneumonia treatment and
pneumococcal vaccine

2,000 -
1,500 -
1,000

500 -

Income quintile (poorest to richest)

Source: Verguet, Pecenka, and others (2016).
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Non-health benefits

With the policy, non-health benefits (such as FRP
or number of school days gained) are procured. For
example, if one considers FRP, given a preexisting
burden of illness-related impoverishment—includ-
ing medical expenses, direct nonmedical costs such
as transportation costs, and wages lost—the related
non-health benefits could be expressed, for example,
by the sum of the burden of illness-related impov-
erishment averted in each population subgroup.
Illness-related impoverishment can be driven by
direct medical costs at the point of care or transpor-
tation costs to seek care in a health facility, as well
as the income lost and productivity losses among
individuals and their families incurred by the onset
of illness. Data on the out-of-pocket medical costs
incurred by LMIC patients are scarce, and there is
even less information on transportation costs borne
by patients and families and extremely little informa-
tion on the income and productivity losses incurred,
even though some conditions like chronic diseases
can have a substantial negative effect on productivity
and income.

So far, ECEA has essentially focused on one type
of non-health benefits: private expenditures averted
and FRP.In addition, ECEA has mostly accounted for
out-of-pocket costs due to medical care and transpor-
tation, and has put little emphasis on indirect costs
such as income and productivity losses. ECEA does
not intend to have a narrow view of FRP, but simply
is limited in its application by both the availability
of data and the observation that health system poli-
cies affect health outcomes and health-expenditure-
related financial outcomes. ECEA thus encompasses
the usual range of health policy objectives while
acknowledging that other dimensions of social policy
(such as sick leave) may also be significant.

Specifically, the ECEA approach will disaggre-
gate what is usually called the “societal” perspective

in traditional economic evaluations'* to examine the

FIGURE 3. Private Expenditures Averted
with UPF of Pneumonia Treatment
and/or Vaccination in Ethiopia

Private
expenditures
averted
(1,000 US$)
1,400 -
. Pneumonia treatment
1,200 . Pneumonia treatment and
pneumococcal vaccine
1,000
800 -
600 -
400
200

Income quintile (poorest to richest)

Source: Verguet, Pecenka, and others (2016).

perspective of households in estimating the amount of
private expenditures incurred by households (includ-
ing direct medical and nonmedical costs as well as
indirect costs) that could be averted by a specific
policy (see figure 3, which displays per income quin-
tile private expenditures averted with UPF of pneu-
monia treatment and/or vaccination in Ethiopia).
Subsequently, once the amount of out-of-pocket
private expenditures borne by households that may
be “crowded out” is estimated, ECEA will attempt
to “scale” this amount of out-of-pocket household
expenditures by households’ disposable income in
order to estimate FRP. A household with a $100,000
annual income and $10 in out-of-pocket expendi-
tures remains much less severely impacted than a
household with a $100 annual income but the same

amount of expenditures.
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To estimate FRP, several metrics can be used,' e Number of forced asset sales or forced borrowing

including the following: averted; and

) ) o A money-metric value of insurance provided,
e Number of catastrophic health expenditures s . .
o quantifying the willingness to pay or risk pre-

averted, estimating the number of households no ) ) ] ]
) B o mium associated with the policy (see figure 4,

longer crossing a “catastrophic” threshold (such ] ) ] 0 ”
; ) which displays per income quintile the insurance

as 10, 20, or 40 percent of income or capacity to . . .
) value provided with UPF of pneumonia treat-

pay) due to out-of-pocket expenditures; . o
ment and/or vaccination in Ethiopia).

e Number of poverty cases averted, estimating
the number of households no longer crossing
a national “poverty line” (fo.r irTstance, in 2‘010 Equity benefits
about 30 percent of the Ethiopian population
was estimated to be below the poverty line) due
. P yline) With the policy, equity benefits, as estimated here
to out-of-pocket expenditures; ) S
in terms of health distribution, can be procured. For

example, if the policy provides more health benefits for

rFicure 4. FRP with UPF of Pneumonia Treatment poorer segments of the population than for richer seg-
and/or Vaccination in Ethiopia ments of the population, the policy could be deemed
Money-metric “equity enhancing” (see figure 2). There are many
_value of ways to numerically quantify the equity benefits: one
(‘:?;groaﬂg‘;) simple metric is the ratio between the health benefits
180 - procured by the policy among the poorest group and
. Pneumonia treatment the total sum of the health benefits in all groups.
160 - . Pneumonia treatment and
pneumococcal vaccine “Efficient purchase” of health

140 - and non-health benefits
120 Consider the net cost of the policy is C, hence for that
net cost the policy purchases “efficiently” health ben-
100 ~ efits B,, but also non-health benefits B, (e.g., Byzp)
80 and distributional benefits (BEq). This then presents,
as in CEA, a usual incremental cost-effectiveness
60 - ratio (ICER) such as ICER = C/B,, but can also
define an ICER for the non-health benefits (for FRP,
40 - with ICER,,, = C/B,,,); and the distributional bene-
fits (for equity, with ICER ;= C/BEq). In this respect,
20 4 ECEA can help quantify the efficient purchase of
both equity and FRP, in addition to the eflicient

purchase of aggregated health gains. To illustrate,

Income quintile (poorest to richest)

figure S displays the number of child deaths averted

Source: Verguet, Pecenka, and others (2016). and FRP provided (measured by money-metric value
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rFiGURE 5. Deaths Averted and FRP with UPF for
Rotavirus Vaccination per $1M, India and Ethiopia

Health gains & financial protection,

per $1M spent
FRP($)
8,000
6,000 -
4,000 - Y Ethiopia v
o/.\
I
| T
2,000 - il
I.l India
IV ell
Vel
T T T T T
0 200 400 600 800
Deaths averted
| = poorest, Il = poorer, Il = middle, IV = richer, V = richest.

Source: Based on estimates from Verguet and others (2013).

of insurance) among income groups per $1 million
spent on publicly financed rotavirus vaccines in India
(with a vaccine price of $2.50 per dose) and Ethiopia
(with a vaccine price of $0.20 per dose).

Applications

ECEA was initially developed under the auspices
of the Disease Control Priorities Network (DCPN)
grant funded by the Bill & Melinda Gates Founda-
tion and the Disease Control Priorities, 3rd edition
(DCP3). The DCPN/DCP3 agenda enabled the con-
struction of a broad range of health policy assessments
for policies and settings (table 1). The policies in ques-

tion included public finance, excise tax, legislation,

regulation, conditional cash transfers, task-sharing,
education, and improved access to credit.

ECEAs are context-specific and depend substan-
tially on the epidemiology of the setting, including
endemicity and distribution of specific diseases;
the local health system infrastructure, including
the presence and distribution of health facilities;
the wealth of the location; and the financial arrange-
ments, including the presence of social health insur-
ance or community-based insurance. As with CEAs,
patterns are likely to emerge as the number of com-
pleted ECEAs increases.

Dashboard Utilization Example

The following example (table 2) illustrates ECEA in
considering UPF for tuberculosis (TB) treatment in
a population composed of five income quintiles total-
ing 1 million people (with 200,000 people per each
income quintile), drawing on the first completed
ECEA.'S It assumes an average incidence of TB of p,,
=100 per 100,000 per year, with incidences of respec-
tively 200, 150, 100, 50, and O per 100,000 in the five
population subgroups. TB treatment is assumed
to be effective at 90 percent and current coverage
is assumed to be 40 percent uniformly across each
income quintile. It also assumes a coverage increase
of 10 percent equal across all five subgroups through
UPF. The case fatality ratio from TB is assumed at
2§ percent. In addition, before the policy is intro-
duced, individuals who are TB-infected purchase
TB treatment (40 percent of them) at ¢ = $100 out
of pocket; after UPF of TB treatment, they spend no
money out of pocket. Finally, it assumes a population
income distribution following a gamma distribution
based on a mean income of $1,600 and a shape of
3.5, as produced by an algorithm given by Salem and
Mount,"” which yields the following median income
within the five population subgroups: ${648; 1068;
1450; 1916; 2747}
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taeLE 1. ECEA Completed as of May 2017 for the Disease Control Priorities, 3rd ed.

Health policy/Intervention

Universal public finance; improved access to credit/
Tuberculosis treatment

Universal public finance/Rotavirus vaccine

Universal public finance/Immunization
Universal public finance/Diarrhea treatment

Universal public finance/Pneumococcal vaccine and
pneumonia treatment

Universal public finance/HPV vaccine

Clean piped water and improved sanitation/
Water and sanitation

Universal public finance/Home-based neonatal
care package

Universal public finance/Mental health package

Universal public finance/Bundle of interventions

Excise tax/Tobacco

Legislation/Salt content in foods
Regulation/Motorcycle helmets
Conditional cash transfer/Measles vaccine
Task-sharing/Surgical delivery

Education/Postponing age at parity among young
adolescent women

Commodity subsidy/Use of liquefied petroleum gas
and other clean energy sources in household

Setting Source

India Verguet, Laxminarayan, and Jamison (2015)

Ethiopia/India/ Verguet, Murphy, and others (2013);

Malaysia Loganathan and others (2016)

India Megiddo and others (2014)

Ethiopia Pecenka and others (2015)

Ethiopia Johansson and others (2015)

China Levin and others (2015)

India Nandi, Megiddo, and others (2016)

India (rural) Ashok, Nandi, and Laxminarayan (2016);
Nandi, Colson, and others (2016)

Ethiopia/India Chisholm and others (2016); Johansson and
others (2017); Megiddo and others (2016);
Raykar and others (2016)

Ethiopia Verguet, Olson, and others (2015)

China/Lebanon/  Verguet, Gauvreau, and others (2015); Salti,

Armenia Brouwer, and Verguet (2016); Postolovska
and others (2017)

South Africa Watkins and others (2016)

Vietnam Olson and others (2016)

Ethiopia Driessen and others (2015)

Ethiopia Shrime and others (2016)

West Africa/ Verguet and others (2016)

South Asia

India Pillarisetti, Jamison, and Smith (2017)

Source: Verguet and Jamison (2017)

Per 1 million population, the total number of
deaths averted would be about 23 per year. The
health benefits would be concentrated among the
bottom income quintile (40%) as TB is more inci-

dent among this subgroup. The total number of

private expenditures averted by UPF would be about
$40,000. The bottom income quintile would benefit
from about 40% of the private expenditures averted.
The total (incremental) treatment costs incurred by
UPF would be about $50,000 ($40,000 + $10,000).
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taeLe 2. ECEA Results for UPF of Tuberculosis (TB) Treatment
to 40 + 10 Percent Coverage (per 1 million population)

Income Income Income Income Income
Outcome Total Quintile | Quintile Il  Quintile Il Quintile IV Quintile V
TB deaths averted 23 9 7 S 2 0
Private expenditures 40,000 16,000 12,000 8,000 4,000 0
averted
Poverty cases averted 160 160 0 0 0 0

The total FRP afforded by UPF, estimated here as
the number of poverty cases averted (number of
individuals no longer falling under a poverty line
of, say, $600 of income) would be about 160, all of
which would be among the bottom quintile. Lastly,
the equity benefits of UPF would be (for example) 9
divided by 23 divided by 50,000 = approximately 8
per 1 million (table 2).

Examining the efficient purchase of health
and non-health benefits, ICER = $2,222 per death
averted, and ICER,, = $313 per poverty case
averted. Scaling per $1 million spent, this example
shows 450 deaths averted, 180 of which are among
the bottom income quintile, and 3,200 poverty cases
averted, all of which are among the bottom income
quintile. The policy option of improving access to
credit—to facilitate borrowing for treatment—was
also examined. While under reasonable assumptions
the health outcomes were almost as good as for UPF,
the financial outcomes calculated for the poor were

(not surprisingly) far worse.'®

Discussion

The above examples present detailed methods for
the broader economic evaluation of health policies,
known as extended cost-effectiveness analysis, or
ECEA. ECEAs build on CEAs in assessing conse-
quences in not only the health domain but also in

the distributional (equity) and non-health domains

(starting with FRP). These two domains encompass
major objectives for health systems.

ECEA stresses the potential poverty reduction
benefits of health policies. Specifically, ECEA explic-
itly quantifies the FRP benefits—which could be
translated into poverty alleviation benefits—of pol-

icies. In this respect, it fulfills two major objectives.

rFiGURE 6. Poverty Cases Averted versus Deaths
Averted for Nine UPF Interventions in Ethiopia

Financial risk protection afforded and
health gains per $100,000 spent
Number
of poverty

cases averted

® Rotavirus vaccine (1)
Pneumococcal conjugate
9 vaccine (2)

:4 ® Measles vaccine (3)

@ Diarrhea treatment (4)
Pneumonia treatment (5)

@ Malaria treatment (6)

A Cesarean section (7)
Tuberculosis treatment (8)

A Hypertension treatment (9)

100 A 8 A

80 -
5 &

60 ®
($1 per dose)

40 -
[ 1 2
20 A ($2.5 per dose) ($1 per dose)
2
($3.5 per dose) ®3
0 100 200 300 400

Number of deaths averted

Source: Verguet, Olson, and others (2015) (CC BY-NC-SA 3.0).



First, it provides a quantitative tool that enables inter-
sectoral comparison of health policies with other sec-
tors, such as education and transport, of particular
relevance for ministries of finance in LMICs. Second,
it provides valuable information to policymakers for
assembling a basic HBP, taking into account how
much health along with how much equity and FRP
they can buy per dollar investments in specific inter-
ventions (see figures S and 6).

The ECEA approach enables multiple criteria to
be included in the decisionmaking process: health
FRP,

Depending on the preferences of policymakers and

gains, and distributional considerations.
users, decisionmakers can directly select and opti-
mize the choice of the interventions to be included
in the HBP, depending on the “scores” or returns on
investment of each intervention on the three criteria
of health, FRP, and equity. As a case in point, figure
6 displays, for each of nine interventions provided
through UPF in Ethiopia, the deaths averted (x-axis)
and poverty cases averted (y-axis) by incremental
public expenditure of $100,000 on each intervention.
From these two-dimensional findings, one would
first certainly discard the “dominated” interventions
(those situated within the bottom-left quadrant),
which are the interventions that would score low on
both health and FRP benefits. Traditionally, invest-
ments in health for the HBP have focused on the right
side of the figure: the selection of the cost-effective
interventions yielding a low cost per DALY averted
or a low cost per death averted, such as the measles
vaccine shown in figure 6. What ECEA adds to the
selection process is the consideration of the interven-
tions and policies that are cost-effective in terms of
FRP (shown in the upper side of figure 6), including
Caesarean section, TB treatment, and hypertension

treatment.

BENEFITS BEYOND HEALTH

Conclusion

Although ECEA is not prescriptive with regard to
what should be included in the HBP, this type of anal-
ysis enables policymakers to take both the health and
FRP domains, as well as returns on investment, into
account when finalizing the package."” For instance,
based on the findings displayed in figure 6, hyperten-
sion treatment might be retained in the HBP based
on its FRP dimension score even though it likely
would be excluded on the basis of its health benefits
dimension score. Similarly, universal public financ-
ing of a 10 percent increase in TB treatment and a
10 percent increase in malaria treatment seemed to
provide similar numbers of deaths averted per dollar
expenditure. However, TB treatment seemed to pro-
vide substantially more FRP than malaria treatment,
and thus would likely be the better investment if one
had to decide on only one of the two interventions for
inclusion in the HBP.

ECEA allows policymakers to take health, dis-
tributional, and non-health outcomes into account
when making decisions and thus to more effectively
target scarce healthcare resources toward specific
policy objectives. The ECEA approach also provides
policymakers with information on how they might
sequence over time the development of HBPs as the
health and financial needs of populations evolve and
resource envelopes change, which is especially rel-
evant in the context of economic development, the

epidemiological transition, and moving toward UHC.
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At a glance: What are some strategies to balance health against other social goals? Consider cost-

effectiveness analysis, multicriteria decision analysis, or cost-benefit analysis.

The management of health services presents a
unique difficulty: although some services are
highly effective, in that they can deliver significant

value to some patients, at least some of the time,
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identifying which services deliver such value is a dif-
ficult and costly undertaking. Since patients in gen-
eral are unable to assess, on a treatment-by-treatment
basis, which services (if any) they may benefit from,
health services in rich countries generally are funded
through government or heavily regulated private
insurance schemes. These schemes, which have a
risk-pooling function, are able to employ expertise to
make informed decisions about what to reimburse.
As low- and middle-income countries (LMICs)
expand the share of population thatis covered in such
insurance schemes (in the broadest sense), the range
of services covered, and the extent to which costs
are met, they have to make difficult decisions about
what and how much to fund. At the same time, as
medical science advances, many rich countries have

found that they are unable to afford all conceivably



beneficial medical technologies within the budget
envelope determined by the public financing settle-
ment. These pressures on rich countries have been
exacerbated by the financial crisis and seem set to
intensify further as their populations age. Thus, the
questions of how to decide what to cover, whom to
cover, and how much to charge is becoming increas-
ingly pertinent in both richer and poorer countries—
as illustrated in the famous cube of universal health
coverage (UHC) (figure 1).!

This chapter takes the view that defining the
HBP should be driven by explicit social values. Social
values affect the selection of goals and objectives, as
well as the weight attributed to them. One approach
to making choices is through “implicit rationing”
where the decision about what to provide is delegated
to a resource-constrained local provider, which then

discourages excess demand through, for example,

FiGuRE 1. Cube of Universal Health Coverage
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requiring long waits for treatments or imposing
local clinical thresholds for treatment. However, this
approach is likely to result in arbitrary, inconsistent,
and unfair decisionmaking. Using explicit goals and
values to guide the construction of the HBP promotes
transparency in decisionmaking, accountability of
decisionmakers to the demands of good governance,
ownership of the outcome by stakeholders who can
participate, and demonstrable fairness to beneficia-
ries. (See chapter 1 for a more detailed discussion of
these issues.)

Clearly, an important goal of a HBP is the max-
imization of population health. Lists of other goals
(objectives, criteria, and the like) often include
items such as affordability, financial protection,
fairness, economic productivity (especially labor
productivity), and exogenous goals such as the

goals of aid donors. Other important concerns

Three dimensions to consider when moving toward universal coverage

A

Extend to
non-cov.

A Direct costs:
! Reduce proportion
: cost sharing of the costs
. and fees Include covered
: other

services

D 4
o

Services:
which services

A

Population: who is covered?

are covered?

Source: Reprinted from World Health Report 2010: Health Systems Financing: The Path to Universal Coverage, p. 12.
Geneva: World Health Organization. Copyright (2010). Reproduced with permission.
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include accessibility, feasibility of implementation,
and strength of evidence. The UHC cube provides
a useful way to summarize and capture all of these
goals and concerns.

Affordability is a key idea in the cube because it
conceptualizes the construction of the HBP as an
exercise in allocating a fixed quantum of pooled
funds. Financial protection is represented along one
axis as the proportion of costs which are to be cov-
ered. Fairness and economic productivity are captured
by the “who should be covered” axis (should it be
those who are most ill and poor, or disadvantaged in
some other way? Or should it be those whose health
is most valuable to society, because of the labor they
contribute, whether formally in the labor market or
informally as parents and carers?). Exogenous goals
such as the goals of aid donors may be expressed with
reference to the services provided (many donors have
a mandate for a single or small number of diseases)
and/or the populations served (donors may have a
particular focus on groups or issues such as children
or excluded populations). Accessibility, feasibility of
implementation, and strength of evidence all relate to
instrumental concerns about whether the services
provided do in fact contribute to the overall goal of a
HBP, namely population health itself.

The social value that has engendered perhaps the
most discussion and controversy is the criterion of
fairness or equity (see also chapter 13).> However,
there is not yet any consensus on whether fairness
should be taken into account in formal analysis, and
if so, how to do s0.> Some authors have recommended
the presentation of distributional information about
baseline levels of health and computation of equity
indices so that the equity implications of particular
investment choices can be made.* Others have pro-
posed forms of sensitivity analysis that enable deci-
sionmakers to get a feel for what sorts of decisions
might be compatible with a plausible range of values,
operationalized as differing weights for different sub-

populations.® Different people have wildly different

and conflicting judgments about what constitutes
a fair allocation—for example, should more eco-
nomically productive people receive more access to
healthcare on the grounds that they contribute more
to society; or should poorer people have priority on
the grounds they have suffered other injustices? Per-
haps even more than other considerations, the central
importance of fairness is a reminder that decisions
about the contents of a HBP cannot be determined
by algorithm, but must be developed by or through
close consultation with politically legitimated deci-
sionmakers in a deliberative process.

Whatever one’s objectives, the critical informa-
tional problem—knowing what is the best technol-
ogy for some particular medical problem and whether
that medical technology works well enough to jus-
tify spending money on it—remains hard to solve.
Moreover, funders face the additional complexity
of having to decide not just what to fund for an indi-
vidual but how to balance funding across the entire
insured population, and what system of financing or
copayment works best for the population concerned.
Over the past several years, various methods have
been developed and proposed to help policymakers
that are struggling with such tough decisions.

This chapter presents three principles to guide a
review of available methods. The premise of this chap-
ter is that methods for supporting decisions about
what is to be included in a HBP should be reflective of
the range of social values that feature in health policy
discourse alongside the improvement of population
health. However, methods should also be:

o Technically robust and justifiable. Agreed
standards for good practice should exist, and
it should be possible to justify the analysis to
relevant professional and lay communities both

nationally and internationally.

o Easy to understand. It should be possible for

nonexperts (patients, journalists, politicians) to



engage with analyses and understand the ratio-
nales for decisions. Even if models are compli-
cated, it should be possible to communicate key

qualitative insights clearly.

o Have low cost of implementation. All methods
require some cost and some specialized staff to
implement properly. However, methods should
not impose excessively burdensome demands in

terms of analytic staff.

This chapter critically reviews some of the methods
that have been advocated and used to support invest-
ment decisions about medical services and tech-
nologies with respect to an explicit HBP. It begins
with an overview of the standard cost-effectiveness
paradigm and discusses multicriteria decision anal-
ysis (MCDA), extended cost-effectiveness analysis
(ECEA), and cost-benefit analysis (CBA). The meth-
ods are illustrated with country case studies from
Mexico, Thailand, Chile, and India. The chapter con-
cludes with a critical review of the methods presented

against the principles introduced above.

Cost-Effectiveness Analysis

In chapter 4, Mark Sculpher and colleagues summa-
rize the principles underlying the usual practice of
cost-effectiveness analysis (CEA) in health systems.®
CEA was developed and synthesized in the 1970s
and 1980s and is the current dominant paradigm
of health economic assessment in rich countries.
Generalized CEA (GCEA) was synthesized by the
World Health Organization (WHO) following the
Global Burden of Disease studies and was designed
for use in LMICs. In their usual application, both
these approaches take the view that in deciding what
healthcare programs to fund, the critical elements to
consider are the costs of supplying the intervention

(), and the health benefits which are delivered (b).
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These two measures are often synthesized in terms of
a cost-effectiveness ratio, ¢/b. ECEA and CBA can be
viewed as extensions of this basic paradigm in which
analysts seek to capture a broader range of bene-
fit consequences. (See box 1 for a CEA case study
involving healthcare reform in Mexico.)

gox 1. Use of CEA to Support the
Mexican Health Care Reform Agenda

In 2003, under Minister of Health Julio Frenk,
Mexico introduced a set of health reforms
called the System of Social Protection in
Health (SSPH, or Sistema de Proteccién
Social en Salud).? The SSPH included the pro-
vision of a defined set of population-based
interventions as well as a defined set of per-
sonal healthcare services for uninsured per-
sons. Explicit consideration of evidence on
the effects, costs, and cost-effectiveness of
interventions was an integral consideration
in determining the sets of services to offer.
Although the reforms increased coverage
substantially (according to official estimates,
88 percent of the previously uninsured popu-
lation was covered by 2010), costs also rose,
and the ministry of health continued to rely
on evidence of cost-effectiveness in deter-
mining the modification of benefit packages:
After the reform, evidence on cost-effec-
tiveness continues to inform decisionmaking
regarding amendments to the packages of
services covered by SSPH; state-level pol-
icies regarding coverage of interventions
beyond the defined minimum packages; and
broader debates over the advantages and
disadvantages of explicit packaging based
in part on economic evidence—for example,
among social security institutions in Mexico
that do not currently base coverage deci-
sions on explicit packages of interventions.c

a. Frenk and others (2006).

b. Gonzélez-Pier and others (2006), and Salo-
mon and others (2012).

c. Salomon and others (2012).
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QALYs or DALYs?

In the application of CEA to high-income settings, the
dominant measure of health outcomes used has been
the QALY (quality-adjusted life-year).” In contrast,
the dominant outcome instrument used in lower-
income settings, and in particular using GCEA, has
been the DALY (disability-adjusted life-year). Both
concepts represent attempts to integrate survival and
wellbeing in a single measure of health. These con-
cepts differ, however, in the sense that QALYs are a
measure of health gain, whereas DALYS are a measure
ofhealth loss. Specifically, the DALY seeks to indicate
the extent to which the individual’s lifetime health
falls short of a full life in perfect health up to some
reference age, sometimes defined as the average age
attained in the country with longest life expectancy.
This difference is illustrated in figure 2. To under-
stand this figure, consider a man who lives to age
35 with some troublesome health condition, which
means that his quality of life is rated as 0.8 on a scale
where 0 is dead and 1 is full health. The man then
receives a life-saving intervention that extends his
life (in some further degraded health state) until
age 65, whereupon he dies. Before the intervention,
this man would have a lifetime health stock of 35 x
0.8 = 28 QALYs (the area of the light-shaded region
in figure 2). To calculate his DALYs, the evaluation

requires a reference age, which for the purposes of

ricure 2. Difference between QALYs and DALYs
Qol

DALYs after
intervention

QALYs before
intervention

Age

illustration here is given as 85. The example man’s
DALYs are 85 — 35 x 0.8 = 57 (the area of the top
right-hand dark blue region plus the area of the
middle light blue region in figure 2). Extending this
man’s life provides a gain in QALYs, or an equivalent
reduction in DALYs, equal to the area of the middle
light blue region in the figure.

Although QALYs and DALYs are conceptually
similar (while differing in sign), they differ signifi-
cantly in terms of the way the quality-of-life weights
for particular health states are derived. Typically, the
weights used in the QALY are based on a generalized
descriptive instrument such as the EQ-SD (Euro-
Qol Five Dimensions Questionnaire),® which seeks
to capture the main dimensions of health-related
wellbeing; in the case of EQ-SD, these are mobility,
self-care, ability to carry out usual activities, pain/
discomfort, and anxiety/depression. In other words,
to calculate QALY gains, changes in disease status
have to be mapped into this generalized descriptive
scheme. DALYs, by contrast, classically use diagnos-
tic categories from the WHO International Classi-
fication of Diseases (ICD) for weighting. A further
complication in using the DALY is deciding on the
reference age—Mara Airoldi and Alec Morton, for
instance, point out that if (as recommended in the
original WHO guidance) reference lifetables are
used, this can lead to counterintuitive results.” In
current thinking about GCEA, the term “DALY” is
now downplayed, other than in the original burden
of disease context where a loss measure is the natu-
ral one to use. GCEA now uses a gain measure called
“healthy life-years,” which differs from QALYs only
with respect to the weights used for health states.

Overview of the CEA approach

Chapter 4 gives an extended discussion of the main
elements of the usual applications of CEA. This sub-
section will discuss two specific approaches to using

CEA: league tables and expansion paths. To keep



the examples manageable, the discussion focuses on
technologies and services for chronic obstructive
pulmonary disease (COPD), although there is no
reason for analysts to restrict their analysis to a single
disease, with data drawn from the 2012 IMPRESS
Guide to the Relative Value of COPD Interventions."
Indeed, the methods presented here are explicitly
designed to aid in prioritization across disease pro-
grams and clinical areas.

A critical first step in undertaking a CEA is to
specify the base case for coverage. Costs and benefits
are incremental to this base case. One interpretation
of this base case is that it is “current care™ that is to
say, coverage that is assumed to be provided if no
changes are made on the basis of the analysis. In prac-
tice this is often the assumption made by countries
when first developing a HBP. However, one might
take alternative views of the base case: for example,
one might define a “zero-based” base case in which
no care is provided (this is what is typically recom-
mended in GCEA). This view may be particularly
useful if one wishes to establish whether current care
represents the most efficient mix of services, and can
offer an indication of the opportunity cost of failing
to choose the HBP on the basis of CEA principles.

The motivating problem for the league table
approach is whether a candidate investment provides
asufficient improvement in health gain relative to the
increase in cost, compared to some specified base-
line such as current care, to justify funding. Within

this problem frame, a natural way to report results

7aeLE 1. QALY League Table for COPD Investments

Intervention

1. Exercise—Mild to moderate COPD
2. Oxygen—Severe COPD

3. Smoking cessation—Severe COPD

4. Smoking cessation—Mild to moderate COPD
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is as so-called cost-effectiveness league tables. As an
example of a league table, consider table 1, showing
interventions for COPD." The intended base case in
this case is current care in a locality with the charac-
teristics of a typical London borough.

An important assumption behind the QALY
league table is that the different interventions which
are being considered are independent. In the case of
the interventions of table 1, interventions 1 and 4 are
targeted at different population subgroups from inter-
ventions 2 and 3, and so 1 and 4 cannot interact with
2 and 3. Moreover, interventions 1 and 4 are unlikely
to interact with each other, as uptake for exercise and
smoking cessation will be relatively small as a per-
centage of the target population and so the people
who obtain the benefits from smoking cessation will
be mostly different people than those who obtain
the benefits from exercise. It is a reasonable first-cut
assumption to suppose that interventions 2 and 3 are
independent (smoking cessation is concerned with
slowing disease progression and provision of oxygen
is concerned with symptom relief), but one could
envisage interactions between these two interven-
tions—for instance, oxygen may give less benefit to
nonsmokers as their symptoms will be milder—and
so there may be scope for additional modeling. This
could, for example, take the form of considering
smoking cessation and oxygen provision together as
a distinct, independent “combination” intervention.

From a normative point of view, it can be shown

that subject to the assumptions about independence,

Incremental £ / QALY
1,486
10,333
10,400
24,375
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the optimal solution to the problem of allocating
money between these different treatments has the
following form: invest in all treatments with cost-
effectiveness ratios below a certain level and none of
the treatments with cost-effectivenessratios above that
level."* For example, if the cost-effectiveness thresh-
old to be applied in the COPD example of table 1 is
£20,000 per QALY, one would invest in the exercise
and oxygen interventions, and smoking cessation for
people with severe but not mild to moderate COPD.

This raises the question of where the threshold
should lie. The most natural meaning of the thresh-
old in economic theory is as the shadow price of the
budget. In the context of UHC, this would be the cost
to the health budget of the marginal health benefit at
optimality. As discussed in chapter 4, evidence on the
likely value of this threshold in countries at different
income levels is scarce. Analysis by Beth Woods and
colleagues seeks to estimate country-level thresholds
by extrapolating analysis from the United Kingdom
to other countries."

One way to enrich the analysis is to assess not
just the costs and benefits of treatment but also the
scale of treatment. This leads into the expansion
path approach.”* This approach avoids the neces-
sity of identifying a cost-effectiveness threshold
but requires instead an explicit budget envelope for
expenditure. To do such an analysis requires addi-
tional information, since while information on indi-
vidual costs and benefits can be derived from clinical
studies, multiplying the estimates of costs and ben-
efits up to identify the total budget impact requires
a further assessment of the population’s capacity to
benefit (which in turn requires knowledge of the cur-
rent coverage of the intervention considered and the
prevalence of the condition that the intervention is
intended to treat). This may be relatively simple. For
example, if one is substituting drug-eluting stents
for bare-metal stents, this is unlikely to significantly
change existing demand for angioplasties. However,

collecting information may also be difficult and

costly; if one is rolling out a new program for treating
bilharzia in a remote region, for instance, the preva-
lence of the condition in the target population may be
substantially unknown.

If one is able to find such information, a conve-
nient way to display costs and benefits is the expan-
sion path, which is recommended as part of GCEA
(see figure 3). This figure shows the cumulative costs
(on the vertical) and population health gains (on the
horizontal) of the four different investment oppor-
tunities for COPD of table 1, in cost-effectiveness
order where lower points in the graph relate to more
cost-effective projects.

A useful feature of this display is that if the mone-
tary budget is known, it is possible to draw the budget
line directly on the graph and implement everything
falling underneath the budget line. Thus, in figure 3,
if the budget line is drawn at £140 million, the recom-
mended portfolio of investments would be to invest
fully in the exercise program for mild to moderate
COPD and use the remainder of the funds for provid-
ing oxygen for patients with severe COPD.

Both of the analysis tools discussed in this

section—the cost-effectiveness league table and

FiGURE 3. Expansion Path for Four COPD Investments

Costs
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expansion path—make strong assumptions about
the absence of any cost or benefit interactions
between projects. Thus, there is no modeling of cost
savings that arise from implementing two programs
that are able to share staff and infrastructure (for
instance, the same sexual health clinics that provide
HIV testing and treatment may also test for and treat
syphilis, chlamydia, and gonorrhea), or which inter-
act in terms of benefits (such as pharmaceutical and
psychotherapeutic interventions for depression).
Should such interaction effects be quantified, there is
no reason why they should not be included in analy-
sis. Some tools, such as WHO-CHOICE, incorporate
ways to handle exactly this issue." In general, model-
ing may necessitate the use of optimization modeling
tools'® (see chapter 10), but nowadays such tools are
not hard to use or obtain (for example, a simple opti-
mization solver is included in Microsoft Excel) and it
is possible to generate similar user-friendly displays

to that of figure 3 to communicate the results.

Multicriteria Decision Analysis

Multicriteria decision analysis (MCDA) is an alter-
native to CEA in which there has been increasing
interest recently.”” The approach, which is a general
framework for decision support rather than one spe-
cific to the health sector, is based on the observation
that alternative investment opportunities can typ-
ically be characterized as good or bad on multiple
dimensions and therefore any decision recommen-
dation should be based on the aggregation of the
performance of options across these different dimen-
sions. (See box 2 for the details of a MCDA case study

involving the selection of essential drugs in Thailand.)

Overview of the MCDA approach

Advocates describe MCDA as an accessible and
transparent approach to decision support, which is
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gox 2. A Multiplicative MCDA Model for
the Selection of Essential Drugs in Thailand

P. Chongtrakul and colleagues document the
use of ISafE, a multiplicative MCDA model,
for the prioritization of drugs for Thailand’s
essential medicines list.® The ISafE acronym
refers to the model’s information, efficacy,
and safety criteria, as well as a criterion “af”
relating to the ease and frequency of admin-
istration. There are systematic procedures
for assessing the scores on each criterion.
Reflecting the logic of the multiplicative
model, the scales on which each criterion
is assessed are restricted to an interval [x,1]
where x is some fraction: the lower x, the
greater the potential impact of a score on
that criterion. The ISafE scores are divided
by an estimate of cost to produce an overall
cost-effectiveness index. According to Wora-
suda Yongthong and colleagues, [SafE is
used primarily to structure the deliberations
of the National Expert Panels that report into
a subcommittee of the National Drug System
Development Committee; the subcommit-
tee may request additional information, such
as local cost-effectiveness studies, before
making a decision.?

a. Chongtrakul and others (2005).
b. Yongthong et al. (2012).

based on the principle that a rational choice is one
which compares a number of relevant alternatives in
a common way. To get a sense of the overall MCDA
approach, consider the following example, which
is meant to establish what to include in a HBP for
people with COPD.'® Table 2 presents the different
options for investment.

Many MCDA models use an additive value
model. In this approach these different levels of per-
formance are typically scored on a 0-100 scale, with
0 as the least attractive option and 100 as the most

attractive option. (A treatment for a severe illness
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TABLE 2. Investment Options for COPD Spending

Effectiveness

Drug treatment for *

severe patients
Oxygen for severe patients

Drug treatment for mild-
moderate patients

Offering smoking cessation o

for mild-moderate patients

Encouraging exercise for e

mild-moderate patients

Offering smoking cessation **

in the community

Number of

people who Severity

can benefit Equity of illness
200 Inequity neutral ~ Severe
180 Inequity neutral ~ Severe
300 Inequity neutral ~ Mild-moderate
120 Inequity neutral ~ Mild-moderate
300 Inequity neutral ~ Mild-moderate

2,000 Inequity averse Mild and
(community undiagnosed

services can be
geographically
targeted on worst-
off populations)

may receive a score of 100 for severity, for instance,
if it is deemed more attractive than a treatment for
a mild and undiagnosed illness.) These scores are
aggregated through the use of a weighted sum, as
in table 3. For example, the option encouraging exer-
cise for mild-moderate patients has the highest overall
score, calculated as 58.4=100%x 0.3 + 17.6 x 0.25+ 0
x 0.15+80x0.3.

A serious limitation of this approach is that it
ignores interactions between criteria. In the COPD
example above, number of people who benefit is a piv-
otal criterion: if an option does not benefit anyone,
then whether it is targeted at more or less severe
illness should not matter, as it is not worth doing
regardless.

In this light, these additive value models often
ignore the key notion that even though there may
be social values other than population health, health

is not one criterion among equals in the context of

healthcare prioritization. As a criterion, health is crit-
icalin the sense that if a healthcare intervention does
not improve health—perhaps because it is not effec-
tive (for instance, homeopathy for cancer) or is for a
disease with zero prevalence (for instance, vaccina-
tion for smallpox in 2015)—one should not make the
investment. An alternative approach, which recog-
nizes this idea, is to use a multiplicative model.”” In
this approach, one would convert the effectiveness
star ratings of table 1 into numbers that would reflect
how much more individual health benefit they con-

tribute relative to no treatment. For example, con-

“x» Kk

vertinga “*”intoa Il and into a 3 implies that the
health benefits of a *** option like encouraging exercise
for mild-moderate patients are three times greater than
those of * option such as oxygen for severe patients for
the person who benefits, relative to doing nothing.
For number of people who benefit, the raw scores are

acceptable, and for equity and severity of illness there
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taeLE 3. Scored and Weighted Investment Options for COPD Spending—Additive Model

Criterion weights 0.3
Drug treatment for 0
severe patients

Oxygen for severe patients 0
Drug treatment for mild- 60
moderate patients

Offering smoking cessation 60
for mild-moderate patients

Encouraging exercise for 100
mild-moderate patients

Offering smoking cessation 60

in the community

0.25 0.15 0.3

4.3 0 100 31.1

3.2 0 100 30.8

9.6 0 80 44.4

0.0 0 80 42

17.6 0 80 58.4
100.0 100 0 58

1aBLE 4. Scored Options for COPD Spending—Multiplicative Model

Drug treatment for severe patients 1
Oxygen for severe patients 1
Drug treatment for mild- 2
moderate patients

Offering smoking cessation 2

for mild-moderate patients

Encouraging exercise for 3
mild-moderate patients

Offering smoking cessation 2
in the community

200 1 1.3 260
180 1 1.3 234
300 1 L1 660
120 1 11 264
300 1 1.1 990
2,000 1.25 1 5,000

are adjustment indices that set scores greater than
1 for criterion levels to prioritize and scores equal
to 1 otherwise. These scores are presented in table
4 and aggregated through multiplication, with offer-
ing smoking cessation in the community achieving the

highest score of 5000 =2 x 2,000 x 1.25 x 1. It should
be emphasized that the procedures for arriving at
scores depend on the nature of the combination rule,
which is to be used for calculating the overall value

(discussed in more detail below).
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Notably, cost has not been taken into account in
either the additive or the multiplicative models, but
it could be accounted for in various ways. One way is
to take the overall value score v and divide by the cost
of implementing the option ¢ to get an overall index
of value for money v/c. Another is to calculate a net
value concept by determining an exchange rate for
the overall value score with money w and then calcu-
lating wv — c. Still another approach is not to consider
money directly but to explicitly generate all possible
combinations of options that are feasible with respect
to some budget constraint. A final way would be to
use cost-effectiveness as a screening criterion, in
which the MCDA considers only options that meet
some predetermined cost-effectiveness threshold
(for example, three times gross domestic product
per capita). Any of these different ways to approach
this calculation may be appropriate depending on the

circumstances.

Establishing scores and weights in MCDA

It is critical to determine how these scores and
weights are to be arrived at. This can be broken down

into three subissues:

e Whois to be involved in assessing model

parameters such as scores and weights?

o What questions should people be asked in
order to elicit model parameters such as scores

and weights?

e How can these assessments be made in the most

reliable way possible?

It has been argued that there are three grounds for
deciding who is to be involved in a MCDA (or any
other decision support) process: expertise, experience,
and legitimacy.*® In the COPD example, the people
who possess expertise on the disease and its treat-

ment will be primary and secondary care physicians,

allied health professionals, public health experts, and
health economists or accountants. Patients and their
caregivers may be involved based on their relevant
experience, and members of the public may be con-
sidered as having a legitimate role as the payers of the
taxes or insurance premiums that fund the system.
In democratic systems, elected representatives are
the ultimate legitimated authorities, yet these rep-
resentatives often take the view that they cannot
be expected to make considered decisions individ-
ually on each and every technology, preferring to
set broad direction. A purist view would be that the
experts and patients should generate the data table
(table 2) and then stand back to let public represen-
tatives express their scores and weights, reflecting
their valuations. In practice, this separation may be
hard to maintain, as expressing a meaningful score
or weight seems impossible without some relatively
detailed clinical understanding (for instance, what
is the quality of life and prognosis for someone with
“severe” COPD?). Hence, pragmatically, it is often
the case that such scores and weights arise from a dia-
logue between expert, experienced, and legitimized
participants.

The literature has numerous suggestions as to
what questions should people be asked to elicit
scores and weights. In the “value theory” paradigm,
for example, respondents are encouraged to reflect on
value differences: for example in the additive model,
to establish a weight for severity of illness versus equity,
respondents should first be asked a question along

the following lines:

“Considering an investment that is targeted at
people with mild and undiagnosed COPD and
is inequity neutral, WOULD YOU PREFER
(1) to replace it with otherwise identical but
inequity averse investment
OR
(2)to replace with an otherwise identical

intervention targeted at severe patients?”



If the answer is (2), for instance, this suggests that
the severity criterion should have higher weight than
the equity one.

The next question value theory suggests is the

following:

“Considering

e Aninvestment g, which is targeted at people
with severe COPD and which is inequity
neutral, or

e And an investment b, which is targeted at
people with mild and undiagnosed COPD

and which is inequity averse,

Supposing these investments to be otherwise
indistinguishable, relative to the base case,
HOW MUCH MORE do you like investment

athan investment b?”

A question of this form (known as a “swing weight-
ing” question) can be interpreted as the ratio between
the respective weight parameters: if the answer is
“I like b half as much as I like a,” then the weight on
equity should be half the weight on severity.

Often, the structure of the model itself will sug-
gest elicitation questions. In the multiplicative model
for the COPD example, for example, one could ask
the following question:
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“Consider the two variants of offering smoking
cessation in the community shown in table S.
How big would x have to be to make you indif-
ferent between (1) and (2)—that is, to com-
pensate for the failure of variant (1) to address

health inequalities?”

If the answer to this question is x = 2,500, then it
must be the case that the score for inequity aversion
is 1.25 = 2,500/2,000. (This follows from the prin-
ciple that if a respondent likes two options equally,
they must get an equal overall score.)

Another approach to assessing a value func-
tion is to use a Discrete Choice Experiment (DCE)
approach.” In the DCE setup, a set of options is pre-
sented to subjects who are asked to express direct
preference judgments between pairs of alternatives
directly, without explicit scoring and weighting.
Some form of logistic regression can then be used to
extract the implicit criteria weights from these over-
all holistic judgments. Such an approach may have
the advantage that it is more “natural” for respon-
dents than being forced to assess options criterion by
criterion; however, the discipline of having to exam-
ine each option is the key added value of MCDA. An
additional attractive feature of using DCE in this
setting is that the mode of questioning makes no spe-
cific assumptions about the form of the underlying
value model (additive or multiplicative). Therefore, it
should be possible to fit different model forms to the

1aeLE 5. Trade-off Question to Establish an Equity Score Using Two Smoking Cessation Options

Number of
people who Severity
Effectiveness  can benefit Equity of illness
Offering smoking cessation *x X Inequity neutral Mild and
in the community (1) undiagnosed
Offering smoking cessation ** 2,000 Inequity averse Mild and

in the community (2)

undiagnosed




166 PUTTING PEN TO PAPER

gathered stakeholder preference data in order to see
whether recommendations are impacted by techni-
cal assumptions about the nature of the underlying
preference model. It would also be possible to use
tools that make modest structural assumptions about
the underlying model and produce more nuanced
recommendations of the form “a seems better than b
and ¢, but with the information given, we cannot say
whether b is better than ¢ or vice versa.”>

It is sometimes argued that MCDA is an unreli-
able method because it relies heavily on subjective
judgment. This argument misses the point: leading
MCDA practitioners advocate that analysis should
focus on the subjective values that drive choice®
instead of concealing taken-for-granted value judg-
ments under a veil of spurious scientistic objectivity.
A key preoccupation in the technical MCDA liter-
ature is how to make reliable subjective score and
weight judgments, ensuring that they represent well-
thought-through positions.?* The most critical guar-
antor of this outcome is ensuring that MCDA is used
within a properly designed and facilitated process,
with opportunities for all stakeholders to provide
high-quality reflection and arguments.

The most important tool for facilitating such
interactions is sensitivity analysis, which can help
participants come to an understanding of model
behavior and the meaning of the model parameters.
Figure 4 shows an example of a sensitivity analysis
display for the additive model. The figure shows the
aggregate weighted scores of all the criteria except
those for number of people, plotted against number of
people. What this display communicates is that offer-
ing smoking cessation in the community is a genuinely
mass intervention that may be able to offer health
gains to a large section of the population; whereas
encouraging exercise for mild to moderate patients
has high scores on the other criteria because it is
highly effective and targets people who are actually
ill (thus getting a good score for disease severity). All
of the other options perform worse on both number

FIGURE 4. Sensitivity Analysis Display (Additive Model):
Scores for Number of People vs. Other Criteria

Aggregated
scores for

other
criteria
60 : .

Encouraging exercise ffor
50 mild-moderate patients
® O
40 Offering smoking
cessation in the ©
301 community
20
10
o

0 20 40 60 80 100
Score for number of people

120

of people and the aggregated scores of the other
criteria. Thus if money is not a consideration (for
example, because all options are very cheap and one
anticipates being able to raise premiums to cover any
additional expense) and one wishes to promote one
option, this model suggests choosing either offering
smoking cessation in the community or encouraging
exercise for mild to moderate patients. A variant of this
display is to plot not the individual options, but the
combination of options that are feasible within the
budget constraint.

Figure 5 shows an example of sensitivity analysis
for the multiplicative model. Here, to get a feel for
the impact of varying the importance of severity, this
analysis raises the severity of illness index to increas-
ingly greater powers. Here, offering smoking cessation
in the community (which got the highest overall values
for the numbers of table 4) continues to be attractive
even when the severity-of-illness score is raised to a
power of 10 or more. It is only when the severity-of-
illness index is raised to 13 or more that treatments
for severe patients start to score higher. What one can

take from this display is that, in the context of this



COMPARING APPLES AND ORANGES 167

FIGURE 5. Sensitivity Analysis Display (Multiplicative Model):
Effects of Varying the Power to Which the Severity-of-Illness Score Is Raised

Value score

9,000 7 — Drug treatment for severe patients
— Oxygen for severe patients

8,000 1 Drug treatment for mild-moderate patients
7000 - Offering smoking cessation for mild-moderate patients

' —— Encouraging exercise for mild-moderate patients
6,000 { — Offering smoking cessation in the community
5,000 -
4,000 -
3,000 +
2,000 H
1,000 A

4 5 6

7

8 9 10 11 12 13 14

Power to which the severity of illness score is raised

model, the relative attractiveness of offering smoking
cessation in the community is robust to large changes

in how much one cares about severity of illness.

Summary assessment
of the MCDA approach

MCDA is not a technique specific to healthcare. The
diverse literature on MCDA has contributions from
a range of mathematical, social science, and admin-
istrative perspectives.” This is both a strength and a
weaknessin the context of supporting decisions about
inclusion in HBPs: MCDA has nothing to say about
healthcare specifically; hence, it may be more acces-
sible to nonexpert stakeholders who are familiar with
using similar forms of analysis in their day-to-day
lives. However, MCDA is dependent on other exist-
ing forms of analysis—for example, many MCDAs

in healthcare use some sort of “cost-effectiveness”

criterion that presumably relies on data produced
by third-party published economic analyses—and
brings little additional depth. Moreover, as stressed
above, many MCDAs, in using an additive model,
do not seem to recognize the primacy of population
health in setting HBPs: while other social values
are relevant, they moderate population health and
cannot substitute for complete ineffectiveness.

In chapter 4, Sculpher and others have addition-
ally argued that an important shortcoming of such
methods is that there is “generally no explicit consid-
eration of opportunity costs.” However, if one knows
that one has a surplus of £x that will completely fund
a, b, or ¢; appraises these options using a technique
such as MCDA; and, as a result, chooses to do q,
then one is being explicit about the opportunity cost
of doing a in the sense that the opportunity cost is
that one does not do b or c. The difference between
MCDA and the CEA league table approach is that the
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latter seeks to consider, via the threshold, unspecified
marginal options that will be displaced. The reason
for taking this line is clear—one cannot explicitly
include in one’s league table and appraise all possible
things that the health service does. This simply is not
a practical option. But the threshold-based concept
does pose a conceptual difficulty for concretely-
minded people, in the sense that in the face of a chal-
lenge regarding the opportunity costs of marginal
options, a proponent of CEA would not be able to
produce an example of a marginal intervention that
will be displaced and lay it on the table. (See box 3

gox 3. Chile’s Multicriteria and Cost-
Effectiveness Approaches to HBP Inclusion

Chile operates a plan called Explicit Guaran-
tees and Universal Access (AUGE). Accord-
ing to Vargas and Poblete, the intention
behind AUGE was to focus the public system
on a relatively defined set of interventions
so that a uniform level of quality and cov-
erage could be achieved.? Rather than pri-
oritizing interventions, AUGE prioritized
conditions, using nine objectives reflecting
existing system competencies; financial and
epidemiological burden; and various cost,
inequality, considerations,
although it did not use a formal multicrite-
ria model. Cost-effectiveness was also used
within this prioritization process (although
cost-effectiveness makes conceptual sense
only at the treatment level, rather than at
the intervention level). Veronica Vargas and
Sergio Poblete note that some health prob-
lems were excluded from coverage because
“despite having high burden of disease,
there were not cost-effective (such as glau-
coma) or effective (Alzheimer's disease,
cirrhosis of the liver and lung cancer) inter-
ventions available.”®

and fairness

a. Vargas and Poblete (2008).
b. Ibid., p. 788.

for the details of a multicriteria and CEA case study
involving decisions of what interventions to include
in Chile’s HBP.)

Other Economic Evaluation
Methods: Extended Cost-
Effectiveness Analysis

Veryrecently, some authors**have observed that stan-
dard CEA does not have very much to say about the
financial protection benefits associated with provi-
sion of healthcare through the public system, or with
its differential impact on various social groups. Yet
financial protection is an important aspect of health
service provision as stressed by the WHO in the 2000
World Health Report,”” and corresponds to one of the
axes of the UHC cube shown in figure 1. One reason
for this neglect is that in many rich-country jurisdic-
tions where CEA is used to guide investment, cover-
age is already universal and copayments are small or
nonexistent. This is not the case in LMICs that are
starting on the path to UHC, where an expanding
publicly funded healthcare system encroaches on an
existing private system of provision.

Stéphane Verguet and colleagues propose an
alternative form of CEA, extended cost-effectiveness
analysis (ECEA), in which the financial protection
benefit of public provision is explicitly modeled (see
also chapter 5).2* For those who would not be able to
afford a given intervention, the effect of public provi-
sion is to give them access to healthcare that would
not otherwise be available and thus increase their
health. For those who would otherwise purchase
healthcare, public provision may improve their well-
beingin three ways. First, it may resultin better care if
the care is being provided by a well-run public system
that is not distorted by the incentives to overtreat
thatinevitably are present in unregulated private sys-
tems. Second, there will be a financial benefit in the

cost savings from not having to purchase healthcare



(although the richer classes are likely to shoulder the
lion’s share of the tax burden, so in a comprehensive
sense they may be worse off as a result of the imple-
mentation of UHC). Third, the publicly funded
system will provide risk pooling, distributing finan-
cial responsibility for the system across well and sick
alike—a major benefit in countries without function-
ing health insurance markets that can be captured in
monetary terms. The ECEA approach stresses the
modeling of these different consequences explic-
itly for different socioeconomic groups. ECEA does
not currently recommend a way to aggregate these
diverse benefits, and does not provide a ranking of
options or a decision rule as CEA does. Rather, it pro-
vides information that a decisionmaker may wish to
take into account informally. Consequently, it is hard
to compare the recommendations of ECEA with
those of standard CEA, but presumably the qualita-
tive effect of factoring in such considerations would
be to give extra priority to diseases of the poor and to
diseases that are costly to treat. It would be possible
to use MCDA techniques and ideas to explore how
these diverse benefits can be integrated; indeed, this
seems a natural methodological development in this
area. (See box 4 for the details of an ECEA case study

on vaccination options in India.)

Other Economic Evaluation
Methods: Cost-Benefit Analysis

An alternative approach to economic assessment
is economic cost-benefit analysis (CBA).? CBA is
a general method for supporting decisionmaking
based on welfare economics principles, and can
be applied in health, among many other domains.
The principle behind CBA is that all welfare conse-
quences flowing from an intervention should be cap-
tured and valued in common terms (such as money)
and then investments should be undertaken if their

overall net benefit is positive. In particular CBA also
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gox 4. ECEA Support for the Rotavirus
Vaccine in the Indian Universal
Immunization Programme

ltamar Megiddo and colleagues describe
an ECEA application to inform whether
and how to extend coverage of the Indian
Universal
introduce a rotavirus vaccine into the vacci-
nation schedule.? Their analysis uses a sto-
chastic agent-based simulation, IndiaSim.
The authors simulate three policy scenar-
ios and track the costs to government and
avoided out-of-pocket costs and deaths, as

Immunization Programme and

well as calculating a monetized value of the
insurance benefit. Their analysis suggests
that expanding the modeled actions likely
will be affordable and will have a material
impact on both under-five mortality and
financial hardship.

This study was presented to the National
Technical Advisory Group on Immunization
of India (NATGI) and was one of a number
of studies published in a supplement of
the journal Vaccine (which provided part
of the technical case). Following the NATGI
recommendation, the government of India
decided to include the rotavirus vaccine into
the immunization program in 2014.°

a. Megiddo and others (2014).
b. GAVI (2014).

provides a framework to capture in a systematic way
the impacts of investment in health on economic pro-
ductivity through improved workforce participation.

Performing full and rigorous CBA is a time-
consuming and intensive exercise. Some of the impli-
cations of CBA may also be ethically disconcerting;
for example, the health of someone who is employed
may be considered to be more valuable than the health
of someone who is past retirement age, because the

employee’s health enables them to return to work and



170 PUTTING PEN TO PAPER

generate further economic surplus. However, the pri-
mary use of CBA in the health sector is typically not
in helping the allocation of monies from an insurance
fund but in making the case to donors or the finance
ministry that some substantial project (for instance,
malaria eradication) will result in economic benefits
that will justify an exceptional investment of central
funding, outside the usual financial allocation for the
health system. The virtue of CBA is that, in principle,
it provides a consistent framework within which to

assess all such competing projects.

Discussion

Table 6 presents a summary comparison of the var-
ious methods discussed in this chapter. All of the
methods covered here are “competitive” in the sense
that they would be appropriate choices for a health-
care funder looking to define a HBP. There is no “one
best way,” and funders should experiment with dif-
ferent methods with a view to understanding their
strengths and weaknesses. Overall, the following

points should be noted:

o CEA-type methods are well established. Such
methods do not explicitly capture social values
(other than, of course, health), but generally they
are intended be used in a deliberative context
and such values may be evoked as part of this
broader discussion. As chapter 4 makes clear,
CEA can play a useful role in clarifying trade-
offs, in the sense that the quantity of population
health forgone in order to secure some other
putative benefits can be assessed. Guidelines
for good practice and institutional support for
undertaking CEA-type approaches exist. CEA
methods can be applied in a relatively participa-
tive and basic fashion or in a more technically
intensive way, depending on what best suits the

institutional context and what level of precision

and reliability is expected. Using such meth-
ods may be particularly appropriate in settings
where being able to demonstrate compliance
with internationally established good-practice
norms is important and where there is readiness
and enthusiasm to draw on the growing body of

high-quality analysis based on CEA principles.

The key strength of MCDA is that it explicitly
takes into account multiple social values. It may
be an attractive method where demonstrably
taking such values into account is important

and where stakeholders are prepared to engage
relatively deeply in supplying scores and weights
which represent considered opinion about criti-
cal trade-offs. In the absence of a strong body of
good-practice guidance in healthcare, generic
guidance® or guidance from other domains®
may be useful. ISPOR has recently published the
results of its MCDA taskforce,** which hopefully
will stimulate further high-quality guidance in
the healthcare domain.

The strength of ECEA is that it allows the
modeling of the financial consequences and

the differential impact on various population
groups, alongside the population health conse-
quences. Thus, this method may be particularly
attractive where out-of-pocket payments are a
particular concern. However, as more is being
modeled in ECEA (in the sense that standard
CEA disregards the financial consequences),
this method adds complexity and makes addi-
tional data demands on top of “standard” CEA
approaches, and it may make most sense to apply
where there is already established CEA capacity

and experience.

CBA stands on a different philosophical founda-
tion from other forms of CEA in that the health-
care system is not viewed as solely producing

population health but rather as contributing to a



taBLE 6. Comparison of different methods

Reflective of

Cost-effectiveness
analysis (CEA)

Methods assume that

Multicriteria decision
analysis (ICDA)

In principle, method can

COMPARING APPLES AND ORANGES

Extended cost-
effectiveness
analysis (ECEA)

Method reflects a key
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Cost-benefit analysis
(CBA)

Methods involve model-

social values population health gainis  take into account any concern in LMICs where  ing all welfare-relevant
the overriding objective.  possible social values, but avoidance of catastrophic consequences. Oppo-
care should be taken in financial payments is nents argue that CBA
structuring the criteria. important alongside pop- embeds unacceptable
ulation health gain. value tradeoffs.
Technically Method is very well Method is well estab- Method is new and estab-  Method is well-estab-
robust and established within the lished outside the health-  lished guidelines on good lished outside the health-
justifiable healthcare sector. Guide-  care sector and popular ~ practice do not yet exist.  care sector and popular
lines for good practice within the healthcare within the healthcare
exist although method- sector. Several general sector. Several general
ological controversies (i.e., nonhealthcare (i.e., nonhealthcare-
remain. specific) good practice specific) good practice
guidelines exist, but there guidelines exist, but there
is not yet a strong body is not yet a strong body
of healthcare-specific of healthcare-specific
guidelines. guidelines.
Easy to Methods can be imple- Ease of understanding Same comments apply Models can be very
understand mented at variouslevels  is one of the principal asin the case of CEA technical and expression

of sophistication: more
complicated models will
be harder for lay people to
engage with.

selling points for these
methods. However,
appropriately structuring
criteria and choosing
aggregation rules is
subtler than is often
appreciated.

but with the proviso that
some of the additional
financial modeling (in
particular the concept
of insurance value) adds
an additional layer of
complexity.

of costs and benefits in
monetary terms is often
a stumbling block for lay
engagement.

Have low cost of
implementation

Can be done at varying
levels of intensity, from
“quick and dirty” to more
expensive and robust
analyses. Expansion path
analysis at the population
level involves bringing
together clinical and epi-
demiological data, which
can be time-consuming.

Does not require special-
ized modeling resources,
but requires relatively
intensive engagement
from stakeholders

to supply scores and
weights.

Same comments apply
asin the case of CEA,
but with the additional
proviso that modeling of
financial and payment
aspects is required.

Same comments apply
asin the case of CEA
and ECEA but requires a
more extensive modeling
of welfare consequences.

range of economic goods, of which health might
be one. CBA may have a role in countries where
this philosophical view has particular resonance,

or where it is necessary for “health” to make its

case to other public sectors. CBA is a more com-
plex method and requires specialized analytic
resources: however, there are many general texts
on how to apply CBA. One might argue that CBA



172 PUTTING PEN TO PAPER

is no worse than other forms of analysis in terms
of embedding controversial value assumptions,
but experience shows that, from a public relations
point of view, it is vulnerable to attack on the
grounds that it “reduces everything to money,”
even though it actually attempts to express non-

monetary benefits in monetary terms.

The form that analysis takes will be shaped by the
question being asked: for example, whether it makes
most sense to use local or national data, whether one
seeks to model one technology in detail or multiple
technologies at a relatively high level of resolution, or
whether it is necessary to attend to the costs and ben-
efits of technologies that might be displaced if a new
technology is added to the reimbursable set. How-
ever, there is no simple one-to-one mapping between
the assessment techniques shown in this chapter and
the problem statements outlined above.

This chapter has sought to give an overview of
the different technical methods available to incor-
porate social values additional to health in analysis
informing selection of the HBP. This discussion has
attempted to be nonprescriptive, but deploying any
of the methods described here involves many subtle
modeling choices. However, there is now a wealth of
experience internationally on how to conduct analy-
sis that can support decisions about health services
and technology funding in a transparent, defensible
way. Indeed, beyond the questions of tools and meth-
ods, albeit important, there are the overriding con-
cerns of values and goals. Priority-setting for a HBP
can be performed with any one of several tools and
methods: the important point is that goals (objec-
tives) are clearly defined and methods for arriving at
the contents of a benefits package are acceptable in

the eyes of key stakeholders and society at large.
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CHAPTER 7

Square Pegs, Round Holes

Addressing Health Sector Interventions

with Non-Health Benefits

Rachel Silverman

At a glance: Some health services also boost dignity, empowerment, or economic returns. When, and

how, should the health benefits package consider these non-health benefits?

Intuitively, interventions delivered by the health
sector are expected to improve the health of
users—and in most cases, better health, as measured
through quality-adjusted life years (QALYs) gained
or disability-adjusted life years (DALYs) averted,
is indeed their main outcome of interest. However,
some subset of interventions delivered through the
health sector—that is, provided in health facilities;
using drugs, medical devices, or surgical techniques;
and/or delivered by health sector professionals (doc-
tors, nurses, dentists, technicians, or community
health workers)—will not have health improvement
as their sole or even primary objective.' (The inverse
is also true—non-health interventions like taxation,
housing policy, or traffic enforcement may have posi-
tive or negative implications for health.) Instead, their

main benefit could be non-health-related quality of

life, dignity, economic growth, empowerment, or
some combination thereof.> The interventions may
be health-improving to some degree, or have other
benefits that can be captured by the empirical meth-
ods discussed in this section, but standard methods
may not fully account for their non-health value. As a
result, these categories of interventions merit special
consideration from policymakers when designing
the health benefits package (HBP)—though not nec-
essarily inclusion in the package.

This chapter first lays out general criteria for pol-
icymakers in identifying those interventions that
require consideration of non-health benefits. It then
highlights three common interventions that fall in
this category: contraception, palliative care, and
reconstructive/aesthetic surgery or services. All of

these services are, by necessity, usually delivered
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through the health sector, as they involve drugs,
devices, or surgical techniques that can only be safely
administered by trained medical professionals. (In
addition, these services carry at least some risk of
adverse health effects during their administration,
including side effects, overdose, or surgical compli-
cations.) Each of these services challenges standard
methodological frameworks for HBP design, and dif-
ferent approaches should be considered when evalu-
ating their potential inclusion in a HBP.

The goal of this chapter is not to offer prescriptive
solutions, but merely to flag areas that deserve special
consideration, with due regard to their cross-sectoral
implications and local social preferences. Ulti-
mately, there is no “right” answer to address these
interventions, and the appropriate approach will be
context-specific. Nonetheless, interventions such as
these may not be adequately considered if they are
not looked at independently; policymakers would be

wise to ensure that they receive due attention.

General Principles

Almost all health services have some non-health ben-
efit, but not all health services can receive special
consideration from this perspective. Accordingly,
policymakers must follow some general principles to
identify the subset of interventions that merit con-
sideration vis-a-vis their non-health benefits. The
following general principles offer some guidance;
ultimately, however, each country will need to select

criteria appropriate to the local context.

o Isthe service cost-effective with regard to a
non-health goal? Some health sector services
have an important impact in advancing explicit
non-health goals. For example, deworming, in
some contexts, is thought to improve cognition

and encourage school attendance. If deworming

is found to be a cost-effective strategy for
improving educational outcomes within the
local context—that is, compared to other
educational interventions currently offered—it
might be considered for inclusion in the HBP on
that basis. In some cases, however, it might be
appropriate for the relevant beneficiary sector
(for instance, the ministry of education) to cover

the marginal cost of providing the treatment.

Is the service (or motivation for the service)
explicitly recognized as part of the HBP goal?
In many countries, the goal of the HBP is explic-
itly codified in law or policy, and that goal should
guide policymakers in determining which non-
health benefits to consider. For example, a HBP
policy might explicitly identify access to pallia-
tive care as a component of the benefits plan, or it
may stress that the plan should provide “dignity”

or “comfort” to those accessing health services.

Is increasing access to the service explicitly
recognized as a non-health national policy
goal? For some interventions, such as contra-
ception, countries may already have an explicit
policy goal to increase access and/or uptake, in
part due to consideration of associated non-
health benefits. Ideally, the HBP should be
harmonized with all relevant national strategies

and goals, pursuant to budget constraints.

Do citizens value the non-health benefits
more highly than health forgone? Citizen pref-
erence surveys and focus groups can offer valu-
able guidance in determining which non-health
benefits to consider. By offering respondents a
series of trade-offs—for example, 9 years lived
with clear skin versus 10 years lived with severe
scarring—policymakers can better understand
how citizens value non-health benefits relative to

health benefits.



Example 1: Contraception

Contraception services include short-term, long-
acting, and permanent methods that allow women
to prevent unwanted pregnancies and control the
timing of their births. With the possible exception
of some less-effective prophylactic methods (such
as condoms), contraceptive services are almost
always financed and delivered through the health
sector. Effective provision of contraceptive services
requires a supply of contraceptive commodities—
including pills, intrauterine devices, implants, and
injectables—plus dedicated staff time for counsel-
ing, insertion, administration, and/or surgery (for
permanent methods).

With respect to contraception, a HBP must
address two fundamental questions. First, will con-
traception be covered at all? Second, if yes: which
methods will be made available? These questions are
complicated by the unique cost-benefit characteris-
tics of contraceptive services. Access to contracep-
tion will usually be health-improving by standard
DALY or QALY measures, and in some contexts
may be cost-effective by these measures alone. Every
pregnancy carries some risk to the mother’s health;
by reducing the overall number of pregnancies, fewer
women will experience pregnancy complications or
maternal death (holding the rate of maternal com-
plications or death constant). There is also evidence
that higher-parity, closely spaced, or unwanted preg-
nancies are riskier than other pregnancies for both
mother and baby, in part because the mothers may be
relatively young or old, because they may seek unsafe
abortions, and because the women who are other-
wise most vulnerable to maternal complications are
least likely to have access to contraception.?

Nonetheless, standard cost-effectiveness mea-
sures are problematic when considering inclusion of
contraceptive services generally, or individual meth-

ods specifically, as part of a HBP. Health is just one of
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several rationales for the provision of these services,
and often it is not the most impactful or compelling
reason. Other rationales for increasing contraceptive
access include women’s economic and social empow-
erment (control over fertility facilitates investment
in human capital and labor force participation);*
demographic and macroeconomic considerations
(accelerating the “demographic dividend” and pre-
venting unsustainable population growth, though
the importance of the latter issue is contested); and
the fundamental right of women and families, reaf-
firmed at the 1994 Cairo Conference on Popula-
tion and Development, to make autonomous and
informed choices about their own fertility.® When
contraceptive cost-effectiveness is measured in cost
per DALY, or even using more sophisticated tools like
an extended cost-effectiveness analysis or multicri-
teria decision analysis, the results will likely under-
state the full social value of providing these services
and may seemingly justify their exclusion in highly
resource-constrained contexts. For example, the Dis-
ease Control Priorities 3 (DCP3) rankings suggest
that modern contraception costs approximately $150
to $350 (precise figures not available) per DALY
averted, though only two evaluations were identified
that considered cost-effectiveness of contraception
in terms of DALYs.® This assessment would rank
contraception as “highly cost-effective” in almost all
countries using the thresholds defined by the World
Health Organization (WHO), but could exceed
empirically derived thresholds in many low- and
middle-income countries (LMICs) such as Ethiopia,
India, Malawi, and Nepal’—each of which has com-
mitted to increase access to or adoption of voluntary
family planning as an explicit national goal.®

Even if the cost-effectiveness ratio merits inclu-
sion, a second problem relates to the range of meth-
ods that would be offered. Pregnancy carries risk, but
it is not a disease; women are not necessarily looking

to optimize their “protection” from pregnancy with
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their choice of method. Instead, different women
will prefer different forms of contraception depend-
ing on their individual needs and circumstances.
Some women will want only short-term protection,
allowing for healthy birth spacing; others, who have
completed their desired childbearing, may want
permanent sterilization. Some women may want to
conceal their contraceptive use from their partners
or families, leading them to prefer nondetectable
methods like injectables. Others will experience
adverse side effects from the first method they try.
Accordingly, access to a balanced mix of contracep-
tive methods is required for countries to increase
contraceptive prevalence—a common goal—while
respecting women’s dignity and choice. (The WHO
essential medicines list concurs, including 13 dif-
ferent contraceptive methods across six classes).” In
contrast, simple cost-effectiveness measures treat all
methods as equal given equal protection from preg-
nancy; strict logical fidelity would lead the package
to include only those methods that offer the greatest
“protective” power with regard to price. At worst,
strict adherence to cost-effectiveness standards
could lead the HBP to include only long-term (and
sometimes irreversible) methods like sterilization,
which may offer the most health “gain” over alifetime
relative to price.

A final consideration concerns budget impact
and the social value or cost of an averted pregnancy.
To the extent that contraception prevents births—
and, consequently, the health system expenses of
pregnancy, childbirth, and child care, plus costs to
other sectors like education—contraception may be
cost-saving in the long run, or at least budget-neutral.
Actuarial studies from the United States show that
inclusion of contraceptive services in private insur-
ance plans does not impact premiums;' public
expenditure on family planning (Medicaid) has
been found to be cost-saving, yielding four dollars
in savings for each dollar spent."" Research suggests

that contraception, or more effective contraceptive

methods, is likely to be cost-saving in most settings,
ranging from the United Kingdom'* to Latin Amer-
ica!’® and sub-Saharan Africa.'* However, because
these “savings” are incurred by averting births, they
can be ethically fraught and should be treated with
caution. It is of course appropriate for a government
to provide access to contraception for those women
who want it, but there is a risk that overzealous poli-
cies or poorly crafted incentives to encourage contra-
ceptive use or sterilization may infringe on women’s
rights and autonomous choice, as has historically
occurred in India and elsewhere. Regardless, con-
ducting cost-effectiveness analyses for contraception
will require a judgment call about the moral and/
or functional benefits and costs of an averted preg-
nancy. For example, the United Kingdom’s National
Institute for Health and Care Excellence (NICE)
conducts its analysis under the “[assumption] that
before conception, the value of a future baby to soci-
ety is neither positive nor negative. From this, it is
clear that preventing conception cannot be measured
in QALY terms, because future QALYs do not exist
before conception. Thus the cost effectiveness of pre-
venting a conception has been measured in terms of
cost per pregnancy averted.”

How, then, does a country make fair decisions on
inclusion of contraceptive services—and the range
of services to be provided—within its benefits plan?
Treatment of contraception in LMIC HBPs has not
been well documented. One recent study from a
sample of 20 countries in sub-Saharan African and
Asia suggests that most fledgling national health
insurance schemes have excluded contraception
from the reimbursable benefits package—though
a few offer weakly defined contraception benefits
(without specifying contraceptive methods) through
capitation packages or other input-based financing
streams.'¢ Another practicalissue is that LMIC family
planning efforts are often organized as vertical pro-
grams, relying heavily on donor funds, nongovern-

mental organization (NGO) implementers, and/or



in-kind commodity donations; in low-income coun-
tries specifically, country governments provide just
2 percent of all funding for commodities, while about
three-quarters of funding comes from international
donors and NGOs."” Given this dynamic, some coun-
tries have excluded family planning from the HBP
with the justification that those services are avail-
able through other mechanisms, as initially occurred
under Ghana’s National Health Insurance Scheme.®
In Chile, all family planning methods but steriliza-
tion are available free of charge—but women must
enter a waiting list to receive an intrauterine device."”

One common approach for resource-constrained
governments—adopted as a core indicator for the
international Family Planning 2020 (FP2020) ini-
tiative?*—is to ensure availability of at least three
different method classes at primary care facilities.
A higher standard, encouraged in some circles® and
also tracked by FP2020,** is the availability of at
least five method classes at secondary or tertiary care
levels. Ultimately, each country will need to deter-
mine what is affordable and sensible within the local
context; in making inclusion decisions, policymakers
should consider not just health optimization but also
the minimum standards for a rights-based package of
care. Ideally, this package should include at least one
barrier method, one concealable short-term method,

and one long-acting reversible method.

Example 2: Palliative Care

There is no single accepted definition for “palliative
care,” but the term typically focuses on “effective
pain relief and a team approach to care throughout
the course of the illness” with the “primary goal of ...
improving the quality of life of patients and those
around them; it is not the prolongation of life or the
hastening of death.”** The need for palliative care is
most commonly associated with cardiovascular dis-

ease (38.5 percent of global need, according to the
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WHO); cancer (34 percent); and chronic respiratory
disease (10.3 percent), but it is also applicable for a
wide range of other conditions.** Access to palliative
care is included within the WHO definition of uni-
versal health coverage,” the WHO’s essential med-
icines list includes both opioids and non-opioids for
pain relief,?® and the United Nations Committee on
Economic, Social and Cultural Rights recognizes
palliative care as a human right.”

In wealthy countries, palliative care may allow
patients to live their last days in the comfort of their
own homes, averting expensive hospital stays and
creating net cost savings for the health systems. In
LMICs, however, curative or hospital-based end-
of-life treatment may not be offered or available; in
such cases, palliative care would represent an addi-
tional cost for the health system.?® The question then
becomes whether that additional cost represents
“value for money”—and standard cost-effective-
ness metrics may not offer appropriate guidance for
whether (and to what extent) palliative care should
be included within the health benefits package. Pal-
liative care reduces pain and improves health-related
quality of life, and will thus be “health-improving” as
measured by QALYs. However, palliative care is typi-
cally offered to patients at the end of life and does not
aim to extend longevity; as a result, the period over
which quality of life will be improved will, by defi-
nition, be short, and the measured health improve-
ment (QALYs) will be small. As a result, palliative
care will generally rank as an effective intervention,
but depending on the cost of provision it may not
be universally cost-effective in the most resource-
constrained settings.

Yet there are other reasons to consider includ-
ing palliative care in the HBP. Palliative care can
greatly ease the suffering of patients and families
alike, and in at least some contexts patients may pri-
oritize improving quality of life over extending life
when facing terminal illness.”” (Benefits measured

in QALYs consider only benefits to the patient, not
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to caregivers, family, and the broader community).
And in highly resource-constrained settings, where
curative care for cancers or other advanced-stage
illness may necessarily be excluded from publicly
subsidized benefits, palliative care may be seen as an
ethical imperative (see chapter 13).

In practice, palliative care may be listed on a
LMIC benefits package, but effective access is highly
constrained outside of the wealthiest countries, and
expanding effective coverage will require system-
atic regulatory and organizational change even if
palliative care is notionally included. As of 2006, an
estimated 72 percent of the global population lived
in countries with “virtually no consumption” of opi-
oids for pain relief; just 7 percent lived in countries
with “adequate consumption,” overwhelmingly in
high-income countries.* In a study of 19 countries
in Latin America, all included palliative care on the
list of services provided at the primary care level but
varied widely in the availability of specialized palli-
ative care in practice.’' The reasons for constrained
access in large part stem from international and
national regulations that restrict prescription of opi-
oids in an attempt to prevent illicit use,* and which
require accurate annual demand forecasting prior
to importation.*® Thus increasing access to pallia-
tive care is an issue that extends well beyond HBPs,
and also requires regulatory reform and capacity-
building. In addition, citizen preferences for palli-
ative versus curative care vary by setting, so citizen
preference surveys can be a useful tool to inform pri-
oritization within the HBP.

Example 3: Reconstructive
Surgery and Aesthetic Services

A number of services delivered through the health
sector have aesthetic improvement as a significant
or primary benefit. These can include elective plas-

tic surgery—widely recognized as inappropriate

for inclusion in publicly subsidized health benefits
plans—but also reconstructive surgery following
trauma or medically necessary surgery; some der-
matology; orthodonture and dentures; or surgery to
repair congenital anomalies. Such medical services
might be health-improving to the extent that they
address functional impairments, but their primary
value will rest in improvements to quality of life
that may not be captured by standard methods for
measuring disability, such as dignity, self-esteem,
and stigmatization. For example, the EuroQol Five
Dimensions Questionnaire (EQ-SD)—a common
instrument used to develop QALY weights—mea-
sures mobility, self-care, ability to perform usual
activities, pain/discomfort, anxiety/depression, and
self-described health on a scale from 1 to 100.3* These
measures would not clearly capture the quality-of-life
impact of a cleft palate, severe scarring, or missing
teeth, and thus may risk underprioritizing these ser-
vices. Yet because benefits from such services are
not easily measured or quantified—and because the
constituents demanding access to them are likely
to come from relatively advantaged segments of the
population, with strong stakes in their provision—
there is a risk that they may be included in the plan
without sufficient consideration of the opportunity
cost, increasing inequities.

Many HBPs do include services from within
these classes. For example, the United Kingdom’s
National Health Service (NHS) offers breast recon-
struction to all women undergoing mastectomy for
breast cancer,®® and the Ghanaian National Health
Insurance Scheme (NHIS) covers “reconstructive
surgery, such as is performed on burns patients.”*¢ Of
course, availability of these services will necessarily
vary with resource level and the opportunity cost
of displaced spending. A consensus statement from
the Breast Health Global Summit, for example, sug-
gests that reconstructive surgery be offered only in
“enhanced” resource settings.”” Likewise, the Lancet

Commission on Global Surgery suggests that cleft



palate, lip, and clubfoot repair would be appropriate
for a basic HBP under universal health coverage, but
does not list any other reparative surgeries for aes-
thetic considerations.3®

As with palliative care, citizen preference surveys
and focus groups can be helpful to policymakers in
considering whether to include reconstructive or
aesthetic services, and may yield surprising results.
In Chile, for example, the AUGE package originally
intended to exclude dentures from the guaranteed
list, but changed course after social preference stud-
ies revealed the high social and psychological burden
of poor or missing teeth, which disproportionately

affected poorer women.*

Conclusion

This chapter has laid out a general framework for
considering non-health benefits of health sector ser-
vices, focused on three categories of health sector
services whose cost-benefit structures present a
challenge for standard methods of economic evalu-
ation: contraception, palliative care, and aesthetic or
reconstructive services. These services may require
special consideration from policymakers during
HBP design, with due attention to their cross-sectoral
effects, externalities, and citizen preferences. In prac-
tice, HBPs in LMICs vary substantially in their treat-
ment of these interventions. Contraception typically
is excluded from reimbursable lists but may be cov-
ered in capitation packages, palliative care is likely
to be notionally included but highly constrained in
practice, and many HBP packages cover at least some
subset of aesthetic or reconstructive services.

The general dilemma laid out in this chapter—
that some health sector services may have important
or primarily non-health benefits—applies to a far
broader range of categories than those explicitly con-
sidered here. Other potential areas include menstrual

hygiene, adult diapers for incontinence, infertility,
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sexual dysfunction, weight loss surgery, and sensory
impairment. The extent to which an LMIC HBP can
or should address these areas will necessarily depend
on the cost of the service, the health and non-health
benefits, resource availability/opportunity cost, and
citizen preferences. There is no single right answer,
but policymakers can consult the general criteria laid
out in the chapter to flag those areas requiring addi-
tional attention. More generally, transparent and par-
ticipatory decisionmaking processes can help ensure
that decisions on these services are acceptable to the
population and appropriate to the local context.
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CHAPTER 8

At What Price?

Costing the Health Benefits Package

Cheryl Cashin
Annette Ozaltin

At a glance: Costing the health benefits package can help to estimate total resource needs, inform

inclusion decisions at the margin, and negotiate payment rates with providers.

roughout this volume, contributors emphasize
that a key principle underlying the selection of
the health benefits package (HBP) should be to select
services according to the “value” they offer, in terms
of satisfying social objectives, given the costs of pro-
viding the services. Financial resources are limited,
and governments committed to making progress
toward universal health coverage (UHC) face an
ongoing challenge to balance available funds with
the cost of making the services in the HBP accessible
with financial protection. Strategic HBP purchasing
by health purchasers, such as health ministries, social
insurance funds, or private insurance funds, is criti-
cal to getting the most value for limited health funds
by driving more efficient delivery and utilization of
health services to make the HBP more affordable.

The “cost” of a HBP is the total amount of finan-
cial resources required to ensure the delivery of the
services included in it.! The cost of making the port-
folio of services in the HBP accessible is driven by a
complex set of interactions between the underlying
costs to providers to obtain and combine inputs to
deliver the services (service costs) and other factors
that affect the expenditure required for purchasers to
buy the package from providers of care (total expen-
diture on the HBP), including payment rates to ser-
vice providers—a policy decision and typically not
exactly equivalent to service costs—and utilization
rates for the services in the HBP.

The relationship between service costs and total
expenditure on the HBP is an important factor

in sustainable progress toward UHC. To ensure
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financial sustainability of the health system, the total
HBP expenditure by purchasers cannot regularly
exceed available resources.” However, if the benefits
plan is out of alignment with available resources and
the supply of services is inadequate or payment rates
paid by health purchasers are chronically below the
costs to providers, quality of care will likely suffer
and out-of-pocket payments may increase to close
gaps, both of which erode access to services and
financial protection.

The expenditure required to make the HBP
accessible does not exist in a vacuum, however, and
itis affected by ongoing, real-world factors.? The cost
of delivering services is not a single point to be cal-
culated—rather, it is a function of decisions made
by providers on how to deliver care, along with the
prices of inputs and the level of realized demand (ser-
vice use). Policy choices also affect the expenditure
required to purchase the HBP, particularly supply
and demand incentives.* For example, a UHC system
that emphasizes primary healthcare and creates
incentives on the supply and demand sides to manage
conditions at the primary healthcare level, such as
Thailand, may be able to afford more generous HBPs
than systems that do not effectively leverage those
policies to manage costs and direct resources and uti-
lization to the most cost-effective parts of the health
system.® In particular, how and how much to pay pro-
viders for services is a set of policy decisions that both
directly and indirectly affect the cost of the HBP.

Estimating the approximate resource require-
ments for implementing or expanding a defined HBP
is an important part of fiscally sustainable progress
toward UHC. Information on the cost of delivering
health services is an essential part of the evidence
base needed to make decisions to establish and
expand a HBP, strategically purchase the covered
services, and inform policies to drive efficient service
delivery and utilization of cost-effective services. The
cost of delivering the health services included in the

HBP, including outpatient visits, diagnostic tests,

inpatient bed-days, and entire courses of treatment,
is foundational information for three sets of HBP

policy decisions:

o Costing to estimate total expenditure required
to make the HBP align with available resources
(or, how generous a package can be borne by the

country’s financial capacity)

o Costing of individual outputs/services to make
decisions about inclusion of services in HBPs at
the margin (or, what are the cost implications of

adding individual services or medicines)

o Costing of individual outputs/services or sets
of services to set/negotiate provider payment
systems and rates (or, how much will providers
be paid for services included in the HBP).

For each of these uses of costing for HBP policy, the
fundamental building block is the unit cost—the
average cost of a unit of service in the HBP, or the
marginal cost of delivering an additional unit of ser-
vice given current volume. Unit costs are typically
defined at the level of the specific service output (cost
per outpatient visit), persons receiving a service (cost
per person treated), or by a combination of persons
and time (cost per person-month of treatment).® This
cost evidence can be generated from existing admin-
istrative and other data or new prospective data
collection. Where cost data are unavailable, many
countries use proxies, such as fees paid by purchasers
or charges by providers for individual services, but
these are imperfect measures and may not correlate
well with costs because of market distortions or other
contextual factors.”

The following section provides an overview of the
main costing methods to generate unit costs used for
HBP policy, followed by a section on the application
of costing to different policy aspects. The final sec-
tions discuss costing resources, priorities for further

research, and conclusions.



Generating Unit Costs of Health
Services: Costing Methods

The unit cost of a health service is the economic value
of the resources (inputs) used to produce and deliver
the service.® The cost of a health service is different
from the price, which is the market value of the ser-
vice or the rate paid to providers of the service by
government or other purchasers. Costing involves
measuring and valuing the resources, or cost items,
consumed by a provider organization, department/
specialty, service, or patient over the period covered
by the costing exercise. These resources are the inputs
(direct and indirect) that the provider uses to deliver

health services to patients and operate the facility.

Identifying the Scope and Methods
of a Costing Exercise

A costing exercise starts with a well-defined purpose,
as well as a definition of the perspective, provider
types, cost objects, and cost items. The perspective is
the point of view from which costs are estimated, or
which entity is paying the costs. The perspective can
be that of the purchaser, provider, patient, or soci-
ety. The purchaser perspective estimates the cost of
covering a service or set of services for beneficiaries,
and the provider perspective seeks to estimate the
cost of delivering the service.” The two perspectives
may differ, particularly if the purchaser does not pay
for all cost items through its payment systems. The
provider perspective gives a more complete picture
of total costs, and therefore is used most often in
costing exercises that are intended to inform health
financing policy decisions. Health services cost-
ing also can be performed from a patient or socie-
tal perspective. A patient perspective is concerned
with patient out-of-pocket spending on healthcare
services. If it is a priority to expand coverage to
reduce out-of-pocket spending, it may be useful to

understand costs from the patient perspective.’’ A

AT WHAT PRICE?

societal perspective includes all costs regardless of
who pays them.

The costing exercise also should identify the
categories of providers that will be included in the
exercise, which should include all types of providers
that may be engaged to deliver services in the HBP in
terms of ownership status, facility type, level of ser-
vice, and size.

The cost objectrefersto the levelat which cost data
can be collected: provider organization, department/
specialty, service, disease/condition, or patient.

Regardless of the costing method, a health ser-

vices costing exercise involves three main steps:

1. Identify the resources used by the cost object—
provider, department/specialty, service, or
patient (for instance, cost items such as person-

nel)—and determine which to include.

2. Measure the amount (volume) of resources used
by the provider, department/specialty, service,
or patient (for instance, number of full-time

equivalents for personnel).

3. Assign a monetary value to the resources used
by the provider, department/specialty, service,
or patient (for instance, salary paid per month

per full-time equivalent).

The cost items refer to which types of costs will be
included in the costing exercise. Cost items are typ-
ically divided into recurrent cost items and capital
cost items (table 1). Most countries include both
capital and recurrent costs in their costing exer-
cises, even if the former are treated differently than
the latter in health system budgets and purchasing
arrangements."

The accounting and economics fields offer many
methodologies for measuringand valuing resources to
calculate unit costs of health services. They primarily
include micro-costing versus gross costing, bottom-

up versus top-down costing, normative costing,
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TABLE 1. Categories of Cost Items

Sample Categories of Cost Iltems

Recurrent Costs

The cost of all wages paid to permanent, contract, and temporary personnel.

May also include local proxy wages for donated, volunteer, or free labor.

The cost of all drugs and medical consumables used in direct and ancillary

The cost of utilities consumed by the facility.

The cost of all other recurrent inputs that cannot be classified as personnel,

Personnel
Drugs/Medical Supplies
(paraclinical) patient care.
Utilities
Other Recurrent Costs
drugs/medical supplies, or utility costs.
Capital Costs
Building Total building depreciation costs.
Medical Equipment Total medical asset depreciation costs.
Nonmedical Equipment Total nonmedical asset depreciation costs.

Source: Adapted from Ozaltin and Cashin (2014)

and so on. Different methodological approaches
may be appropriate for economic evaluation and/
or priority-setting, financial planning and resource
requirements estimation, budgeting, and efficiency
analyses."”” No single methodology is ideal for every
country context or cost analysis perspective, but cer-
tain approaches are better suited to different uses of
the costing information."

Cost accounting methods, as the name implies,
use accounting principles to identify and measure all
costs incurred in carrying out an activity, primarily
for financial planning and reporting purposes. Econ-
omists, by contrast, view cost as the value to society
of resources utilized to produce a healthcare good
or service if they had been put to their next highest-
valued use (opportunity costs or economic costs).'*
For example, the economic cost of providing cancer
therapy may be considered in terms of the number
of lives saved by that therapy against the number
that could have been saved by using those resources
for childhood immunization instead. Measuring

the opportunity costs of all resources involved in

producing health services is not a feasible exercise,
and cost accounting is typically considered a reason-
able alternative."”> Costing that uses cost accounting
methods but also assigns value to resources used with-
out expenditures (such as donated equipment and
volunteer labor) come closer to estimating economic
costs. Economic costing methods also often focus on
statistical analysis of marginal costs to understand the
change in cost as a result of a change in activity.'s

Cost accounting methods

In cost accounting methods, the first distinction is
between micro-costing and gross costing. Micro-
costing includes activity-based accounting of all
inputs consumed for an output/service, whereas gross
costing accounts for aggregate costs and divides the
total by the volume of services/outputs.”” In micro-
costing, all relevant cost components are defined at
the most detailed level, whereas in gross costing, cost
components are defined at a highly aggregated level

(for instance, inpatient days only)."* Micro-costing



provides a way to identify costs per individual patient
and to gain insight into patient subgroups that might
have a greater share in the total costs.

The second distinction in methods is between
bottom-up and top-down approaches, which relate to
how resources are allocated to the units being costed.
The key difference is that the bottom-up approach
relies on detailed measurement of input quantities
at the service or patient level while the top-down
approach relies on average costing. Bottom-up cost-
ing documents the specific resources used to delivera
narrowly defined service or to treat a type of patient.
The top-down approach, by contrast, first documents
total facility or program costs or expenditures; it then
allocates the total down to departments and divides
by the service/patient quantity to arrive at the unit
cost (figure 1). Typically, gross costing is performed

top-down and micro-costing uses both bottom-up

FIGURE 1. Top-Down vs. Bottom-Up Costing
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measurement of the inputs used and top-down allo-
cation of some input costs, such as indirect costs.
The main advantages of the top-down costing
approach are that it is more complete and it uses
readily available data sources. Top-down costing is
easier to implement and requires less time and fewer
financial resources for data collection. Total costs are
distributed among all health services in a facility, so
any costing errors in one part of the facility will be
counterbalanced by errors in other parts. The main
disadvantage of the top-down approach is that the
cost estimates may be viewed asless accurate because
they are averages constructed from aggregate data."”
Also, variations in accounting practices and inter-
pretation of data across institutions can make aggre-
gation and comparison of cost data problematic.
Whereas the criteria used to allocate total costs are

based on resource use, the choice of allocation bases

BOTTOM-UP COSTING
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may be somewhat subjective, thereby compromising
accuracy. Further, to derive average costs, the quan-
tity of resources used to provide services or treat
patients within a department is assumed to be equal
across all patients. Because actual differences in the
distribution of resources are not distinguished, the
costs of particular components of a stay or outpatient
visit are not detectable.*®

The bottom-up approach may yield more accu-
rate results for specific services/patients because it
uses direct and detailed cost measurement. In prac-
tice, however, costing at a more detailed and disag-
gregated level can introduce inaccuracy due to the
complex nature of capturing all inputs and the risk of
double-counting inputs across services.

Analysts sometimes use both approaches in the
same costing exercise—one as the primary approach,
and the other to obtain supplemental information.
A costing team might use the bottom-up approach
within a top-down exercise to target the measure-

ment and valuation of the following items:

o Priority services, treatment episodes, activities,

or cost items

e Services that differ significantly in their resource
use, such as intensive care unit services, labora-

tory tests, and surgical procedures

o Services for which a precise and accurate cost

measurement is important

e Services that involve heavy personnel time or

overheads related to using a technology

e Services that involve extensive sharing of
personnel, buildings, or equipment between

technologies or services

o Costitems that are expected to have the highest
impact on total cost

e Data that are missing or not routinely captured.

Applying Costing Analysis
to Health Benefits Policy

As mentioned above, there are three reasons for ana-
lyzing the costs of a HBP: to evaluate how generous
a package the country can offer based on its existing
and projected financial capacity, to consider what
cost implications might be involved in adding indi-
vidual services or medicines, and to determine how
much will providers be paid for their services. The
following section will examine these applications in

greater detail.

Costing the entire HBP

Several countries make efforts to cost the entire HBP
at the time it is being established, or periodically to
inform adjustments in the package or to funding
levels. These costing efforts typically combine point
estimates of the unit costs of each of the services in
the HBP, derived from various costing methods, with
projections of utilization to estimate the total annual
cost of making the services in the HBP accessible.
Some estimates of the total expenditure required to
make the HBP accessible are based on provider pay-
ment rates and projections of service utilization. The
total expenditure requirements for HBPs are some-
times updated with frequent new costing studies (as
in the case of Chile), applying across-the-board infla-
tion rates (Thailand), or some other periodic valida-
tion (Mexico and the Philippines). Table 2 provides
examples of country experience costing entire HBPs
using different methods.

In both Chile and the Philippines, the cost of
delivering the HBP is estimated through micro-
costing of services, which is also used to negoti-
ate provider payment rates. The payment rates for
services in the HBP are combined with predicted
volume of service demand to estimate the total
expenditure required by the purchaser to make the
HBP accessible. In the Philippines, the costing of



taBLE 2. Examples of Country Experience Costing HBP

HBP Costing Exercise
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Country Description and Methods Use of Cost Information in HBP Policy

Chile Successive cost studies on the Explicit Health To negotiate the FONASA budget, determine
Guarantees (GES) plan commissioned by the and adjust premiums paid to insurers, and
Ministry of Health to estimate the cost of the GES  adjust provider payment rates.
for the public purchasing agency (FONASA) and
private insurers (ISAPREs). Micro-costing of GES
services informs the FONASA payment rates, and
the payment rates in turn are used to estimate the
cost to the insurers of making GES available.

Mexico Beneficiaries covered by Seguro Popular, intro- Micro-costing was used as an input into a
duced in 2003 for those not covered by the social top-down costing exercise, which allocated a
security scheme (~4S percent of the population), fixed budget ceiling across services in the HBP
are entitled to the services of two explicit HBPs: to allocate funding based on relative costs
the Universal List of Health Services (CAUSES) but keeping total expenditure within Seguro
and the List of High-Cost Interventions (CIAC), Popular’s budget ceiling.
financed by the Catastrophic Health Expenditure
Fund (FPGC). Micro-costing was carried out using
normatives for inputs required for each service and
applying the average cost of basic functions (out-
patient consultation, inpatient day, etc.).

Ongoing annual financial and actuarial valuation of
CAUSES and the FPGC is required by law.

Philippines  The Philippine Health Insurance Corporation The process of costing was carried out through
(PhilHealth) undertook a costing exercise for a several iterations, along with HBP adjustments
new primary care HBP known as Tsekap (Tamang  to fit the available resources and inform pro-
Serbisyo para sa Kalusugan ng Pamilyang Pilipino). vider payment rates.

The cost of each individual service was estimated
using a bottom-up approach. These unit costs were
summed up and adjusted according to prevalence
and utilization rates to estimate the cost for the
entire population.
Thailand Thailand’s Universal Coverage (UC) Scheme was  Service cost and utilization estimates are

introduced in 2001 to extend coverage to those
not included in a formal-sector scheme (more than
75 percent of the population). The HBP is defined
as a comprehensive set of outpatient and inpatient
services, with new higher cost services added
incrementally. The cost of the package was initially
estimated using bottom-up costing and projected
utilization rates. Cost estimates are updated each
year based on inflation.

translated into a per capita amount, which is
used to inform budget allocations for the UC
Scheme, although per capita budget allocations
are typically lower than cost estimates. Pro-
vider payment rates for inpatient, outpatient,
and other services (such as disease manage-
ment) are informed by cost estimates but are
capped to remain within the budget.
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the primary care benefits package (Tsekap) was car-
ried out iteratively with discussions about provider
payment rates for the services in the package and
cross-checking with available resources to ensure
alignment between projected total expenditure on
the package and available resources.” Nonetheless,
this method has tended to underestimate the actual
cost to the purchasers of making the HBP available,
owing in part to utilization decisions of beneficia-
ries or other market forces that were not accounted
for in the costing exercises.”” In Chile, for example,
the cost to the public purchaser (FONASA) and pri-
vate insurers (ISAPREs) of purchasing the Explicit
Health Guarantees (Garantias Explicitas en Salud;
GES) is based on payment rates negotiated with
GES-preferred providers, but in practice 20 percent
of FONASA beneficiaries and 80 percent of ISAP-
REs beneficiaries choose to receive GES services
from other providers using the “free choice” option.
These providers typically are paid at higher rates than
those negotiated with GES-preferred providers.*

In Mexico and Thailand, micro-costing of ser-
vices in the HBP is balanced with a top-down exer-
cise based on resource availability for the HBP; this
helps ensure that total expenditure remains within
the budget.”* In Thailand, for example, service cost
and utilization estimates are translated into a per
capita amount, which is used to inform budget allo-
cations for the Universal Coverage (UC) Scheme.
In turn, while provider payment rates for inpatient,
outpatient, and other services (such as disease man-
agement) are informed by cost estimates, final total
payments to providers are capped to remain within
the budget.

Costing for decisions about
individual services in HBPs

For decisions about inclusion of individual services
or medicines in HBPs, analysts often apply costing

to individual services under consideration to use

in cost-effectiveness analyses (CEAs, also known
as economic evaluation) and budget impact anal-
ysis (see chapter 4). A CEA provides a standard,
well-accepted methodological approach for judging
whether a health service provides value for money
relative to other services. The CEA generates a cal-
culated ratio of some measure of the cost of a ser-
vice against a measure of the benefits. An average
cost-effectiveness ratio is the total cost of a program,
intervention, or service divided by a measure of its
effectiveness compared to “doing nothing” (the base-
case alternative). An incremental cost-effectiveness
ratio is the incremental cost of a program, interven-
tion, or service divided by the incremental effective-
ness compared to the next most effective program,
intervention, or service. Progress has been made in
recent years to develop standards for measuring the
denominator of the cost-effectiveness ratio—mea-
sure of health effects or benefits—such as the number
of disability-adjusted life-years (DALYs) averted or
quality-adjusted life-years (QALYs) gained.”® Cost-
ing methods for CEAs, by contrast, have been slow to
be standardized, making it more challenging to inter-
pret and compare CEA results.* This is particularly
true as CEAs have expanded to more complex health
services and interventions from the more traditional
focus on pharmaceutical therapies (where costing
is more straightforward). Even studies of the cost-
effectiveness of the same intervention can employ a
wide range of costing methods and approaches. For
example, a review of 79 cost-effectiveness studies
on the introduction of rotavirus and pneumococcal
vaccines found that fewer than half of the studies
systematically measured costs beyond vaccine pro-
curement.”” Variations in service costing stem from
highly variable country resources, infrastructure,
and accounting methods.

One area of inconsistency in costing for CEA
is the perspective of the analysis. Costing for CEA
can take a purchaser, provider, or a societal per-

spective.”® Most CEA costing aims to take a societal



perspective—including all resources used to deliver
and access the service, including direct out-of-pocket
payments by patients and nonmonetized resources
such as volunteer labor and donations—but in prac-
tice most take the purchaser perspective.”” Another
area of inconsistency in costing for CEA is whether
marginal costs of adding interventions to a HBP
are analyzed (in which case only variable costs are
included), or whether average costs are analyzed (in
which case both fixed and variable costs are included).
The importance of fixed costs in CEA is highly depen-
dent on whether the infrastructure is in place to
deliver the service or needs to be added. Incremental
costs to the purchasers of adding a service to the HBP
can vary widely depending on the existence of the
delivery platform. For example, the cost of setting up
anew home-based approach to HIV status testing and
treatment will vary based on what kind of infrastruc-
ture is already available for that type of service deliv-
ery. If infrastructure for home-based health services
already exists, the incremental costs of adding HIV
testing and treatment may be relatively modest, as the
existing services will share some portion of the fixed
costs. Ifno infrastructure is in place, however, the new
services will have to bear the entire cost.

Recent efforts aim to provide a set of principles
to encourage standardization in methods and report-
ing for economic evaluations of health policy options
and interventions, and some countries are adopting
standard approaches.’® Thailand, for example, has
a well-established infrastructure for carrying out
health technology assessment, including CEA, to
inform health benefits policy.* The Health Interven-
tion and Technology Assessment Program (HITAP)
was established in 2007 to build capacity for health
technology assessment in Thailand and contribute
evidence for decisionmaking on HBP expansion in
the UC Scheme. One of HITAP’s contributions has
been to develop and institutionalize a standardized
costing method for CEA as part of health technology
assessment.* It will go beyond previous efforts by

AT WHAT PRICE?

providing systematic economic evaluation of policy
choices affecting the access, uptake, and quality of
interventions and delivery platforms for low- and
middle-income countries.

Costing to establish provider
payment rates for HBP services

The way health purchasers pay healthcare provider
institutions to deliver covered services is a critical
element of strategic health purchasing. Strategic
health purchasing is one lever to balance the expen-
diture required to make the HBP accessible and
the resources available. The payment methods pur-
chasers use to pay providers and the rates they pay
all create incentives that affect service delivery and
utilization patterns. Cost information is important
both for the design of provider payment systems
(for example, case weights used in diagnosis-related
group payment systems) and the calculation of pay-
ment rates (including fees, diagnosis-related group
base rates, or capitation rates). Cost evidence should
inform calculations of payment rates, but final pay-
ment rates are almost always modified based on other
factors such as policy considerations, resource con-
straints, and negotiations.* To set realistic payment
rates and create the right incentives, policymakers
need to understand current cost structures. Provider
costs are not the only factor in provider rate-setting,
but understanding the cost to providers of delivering
various services can help ensure that they are paid
adequately for priority services and are motivated to
deliver them. The most important cost information

factors in provider payment policy include:
o Estimated average unit costs of services in the
HBP across providers
o Relative costs to get incentives right

o Insightsinto cost drivers and where efficiency

gains might be possible.
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The relationship between provider payment rates
and provider costs is a key part of the incentive envi-
ronment that purchasers create. The objective in
setting provider payment rates is not simply to cover
individual provider costs but to deliberately create
incentives to ensure access to HBP services while
also encouraging eflicient service delivery.** Provid-
ers need to be paid adequately to efliciently deliver
high-quality services, with stable payment rates that
allow for planning and inform investment decisions.
If payment rates are chronically below costs, provid-
ers may excessively reduce their costs by skimping on
care and reducing quality, or they may demand extra
payments from patients to close the gaps. If they have
the choice, providers who perceive payment rates to
be too far below their costs will exit the market. In
Vietnam, for example, cost analysis among 76 com-
mune health stations from two provinces revealed
that current payment rates covered only about 19 per-
cent of their total costs for primary care visits for ser-
vices in the HBP.* The large gap between provider
costs and payment rates for services in the HBP is one
possible reason why out-of-pocket payments remain
high even while population coverage has expanded
in Vietnam.*® The costing results provided valuable
information for policymakers as they revised the pro-
vider payment methods to better reflect the costs of
services and give greater priority to primary care.”’
In some countries health purchasers strategically
set payment rates to manage the total expenditure in
the system. For example, payment rates for services
in the HBP derived directly from the pool of avail-
able resources can create a budget-neutral payment
system.”® When a new national health insurance
system was introduced in Kyrgyzstan in the mid-
1990s, the payroll tax revenue for health insurance
was highly unpredictable; the national health insur-
ance fund was unwilling to commit to unsustainable
payment rates and introduced a budget-neutral pay-
ment system. The purchasing agency calculated the

base rate for the new case-based hospital payment

system directly from the portion of the total projected
budget set aside for hospital services divided by the
historical volume of cases. It also reserved the right to
adjust the base rate downward during the yearifactual
revenue was less than projected or if the volume of
cases increased beyond historical levels. But because
the insurance funds added new money to the system,
no provider received less revenue overall.*’

In Thailand’s UC Scheme, the purchaser (National
Health Security Office) aims to strike a balance
between setting realistic payment rates that cover
provider costs and using payment policy to ensure
financial sustainability of the system. Costing infor-
mation is used to inform annual budget requests
for the UC Scheme, but provider payment rates are
set based on the budget pool and caps at the level of
the health services contracting unit enforce budget
neutrality.** Consequently, although the aim is to
maintain realistic absolute payment rates, the main
concern is aligning relative prices to relative treat-
ment costs, which is important for maintaining the
incentive for providers to take on more complex (and
therefore more costly) cases. If the global budget
allocated to the purchaser is inadequate, however,
the HBP may be unsustainable over time as provid-
ers skimp on quality, limit access to services, or with-
draw from the market completely because their costs

consistently exceed their revenues.

Challenges with Costing for
Health Benefits Policy

Estimating the cost of making the HBP accessible
provides useful benchmarks for aligning available
funding with the cost of delivering the HBP. To align
expenditures with available resources, the cost of the
HBP should be projected using information on ser-
vice cost as well as actuarially informed estimates of
current and future utilization. Generating valid cost

estimates of health benefits plans, however, presents



a number of challenges. Calculations can be time-
consuming, and reliable high-quality data are often
lacking. Furthermore, building up the cost of a HBP
by summing the cost and utilization of individual
services is likely to double-count some resources and
thus possibly overestimate total costs. Conversely,
utilization estimates may fail to take into account the
beneficiaries’ different utilization choices and under-
estimate the cost to the purchaser of the HBP, as in
the case of Chile’s GES plan.

Health services costing exercises may overes-
timate costs by failing to account for economies of
scope and scale, which can be substantial. Economies
of scope arise where it is less costly for a provider to
produce two or more services together because of
“shared costs,” than for two providers to produce
each service separately.” For example, health work-
ers may deliver multiple services in one visit, so the
cost of each service is lower when they are delivered
together. Cost estimates of each individual service
may double-count the health worker’s time and over-
estimate the unit cost.* Economies of scale generally
are found where fixed costs of production are high
in relation to variable costs, so that long-run average
costs fall as the scale of production increases. This
may be true for health services that rely on expen-
sive equipment such as scanners, but can also be true
when labor costs are fixed because of civil service laws
governing health worker employment, for example.*

Another challenge is that HBP costing exer-
cises are often undertaken as static analyses pro-
ducing point estimates of costs, and although these
point estimates can provide useful benchmarks for
resource requirements, the actual implementation
of HBPs is a dynamic process. For example, access
to some services will affect the demand for others
in a way that may be difficult to predict.** Also, the
financial data from health facilities used to generate
unit costs may not reflect the actual market forces
that will come into play when the package is imple-

mented.* These analyses rely on many assumptions

AT WHAT PRICE?

about the dynamic response of key variables, such
as the extent to which utilization will increase when
financial protection is provided for services in the
HBP and the likely effect on unit costs.* Because
of economies of scale, marginal costs may initially
decrease as demand for services increases, but mar-
ginal costs may then increase as coverage expands to
hard-to-reach populations and places.*” Sensitivity
analysis for different assumptions about the insur-
ance effect on utilization and the subsequent effect
on unit costs as coverage expands can help capture
the dynamic nature of purchasing HBPs and make
expenditure projections more realistic.

Finally, HBP costing exercises are based on the
status quo—the existing cost structures for service
delivery, which may include ineficiencies. The cost of
delivering services may include inefficiencies because
of decisions of providers on input use, outdated tech-
nology, rigidities in public finance and procurement
systems, or other factors.”® Utilization patterns are
also affected not only by health needs but also by the
cost to users of accessing services, user preferences
and constraints, and other contextual factors that
may be difficult to predict but are also influenced by
policy.* Most costing, actuarial, and expenditure
projection models do not take into consideration
policy levers, such as purchasing and provider pay-
ment strategies, that may generate efficiency gains

and reduce the overall cost of the HBP over time.>°

Existing Resources and
Priorities for Research

There are many resources available on costing theory,
methods, and application.*! Some specific resources
related to costing for health benefits policy include
the Joint Learning Network for Universal Health
Coverage Manual on Costing of Health Services
for Provider Payment (box 1), the multidonor One-
Health costing tool (box 2), and the International
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Box 1. Joint Learning Network
Manual on Costing of Health
Services for Provider Payment

The Joint Learning Network for Universal
Health Coverage (JLN) convened a Collabo-
rative on Costing of Health Services for Pro-
vider Payment (“Costing Collaborative”) to
share experience and solve common chal-
lenges related to costing for provider pay-
ment in JLN countries. The Costing Manual
developed by the Costing Collaborative
members bridges costing theory with prac-
tical, step-by-step guidance to address mul-
tiple challenges related to costing health
services in low- and middle-income coun-
tries. Although the manual is designed spe-
cifically to support costing to design health
provider payment systems and set payment
rates, it provides general methodological
guidance and specific tools and templates
for data collection and analysis based on
country experience.

Source: www.jointlearningnetwork.org/
resources/costing-of-health-services-for-provider-
payment-a-practical-manual.

Decision Support Initiative reference case for eco-
nomic evaluation (box 3).

In spite of the wealth of resources, key gapsremain
in better standardizing and applying costing analysis
to health benefits policy. A particular area where more
research is needed is in support of modeling, simula-
tion, and scenario analysis to capture the dynamic
nature of costing for HBP policy. More options are
needed to incorporate behavioral decisions and other
contextual factors into costing, actuarial analysis,
and expenditure projections for HBP design, imple-
mentation, and expansion over time. Costing studies
can reveal information on the underlying cost struc-
ture of service delivery and enable the modeling of

different scenarios using various assumptions about

sox 2. OneHealth Tool

In response to requests from countries to
harmonize the content, format, and outputs
of existing costing tools, an Inter-Agency
Working Group on Costing—composed of
UNICEF, the World Bank, the World Health
Organization, the United Nations Popu-
lation Fund, the United Nations Develop-
ment Programme, and UNAIDS—has been
working on the harmonization of costing
and impact assessment tools used for
health sector planning. The resulting One-
Health Model is a software tool designed
to strengthen health system analysis, cost-
ing, and financing scenarios at the country
level and to assess public health investment
needs in low- and middle-income countries.
OneHealth presents detailed components
of existing disease-specific costing tools in
a uniform format and links them together.

Source: www.who.int/choice/onehealthtool/en/.

prices, the impact of incentives, changes in service
delivery configuration, and levels of service use (such
as the specific features of a system driven by primary
care). More powerful modeling and simulation tools
are needed to predict the impacts of policies, espe-
cially those aimed at improving efficiency and chang-
ing the cost structure.

In addition, as economic evaluation becomes
more sophisticated, the costing methods must also
keep pace. For example, in the United Kingdom
CEA is being extended to efforts to develop com-
plete care pathways and even for evaluating the
cost-effectiveness of the Quality and Outcomes
Framework pay-for-performance policy.*> The Dis-
ease Control Priorities Network (DCPN) period-
ically publishes the most up-to-date evidence on
health intervention efficacy and program effective-

ness for the leading causes of global disease burden.



gox 3. iDSI Reference Case
for Economic Evaluation

The Bill & Melinda Gates Foundation
requested that the United Kingdom's NICE
International convene a team to develop a
set of methods for calculating the value of
health technologies to help the foundation
make recommendations to countries about
which medicines to make available. This set
of methods, called a Reference Case, takes
a principle-based approach: instead of pro-
viding explicit details about every aspect of
how researchers should calculate the value
of a treatment or health service, it outlines
principles that researchers should follow
when deciding how to make their calcu-
lations. For example, the Reference Case
does not specify exactly which costs should
be included in or left out of calculations,
but requires researchers to identify all rel-
evant direct costs, using local experience
and knowledge of where a treatment might
be used in the health service. The Refer-
ence Case is designed to be useful to local,
national, and international decisionmakers
and is applicable to different types of health
technology, including individual medicines
and diagnostics, public health initiatives
and programs, and different types of health
service delivery.

Source: www.idsihealth.org/knowledge_base/
the-reference-case-for-economic-evaluation/.

The third edition of the DCPN’s Disease Control
Priorities (DCP3) introduces new extended CEA
methods for assessing the equity and financial pro-
tection considerations of policies that may extend
coverage of proven effective interventions to prevent
and treat infectious and chronic diseases, including
conditions related to environmental health, trauma,
and mental disorder.** These new dimensions to CEA

also add new methodological challenges for costing

AT WHAT PRICE?

policies and interventions and valuing benefits that
are relevant for HBP policy, including how to cost
program administration and assign a value to finan-
cial protection.®*

Finally, it remains unclear how influential cost
evidence actually is in making decisions about HBP
policy, especially in low- and middle-income coun-
tries. More research is needed to better understand
the role that cost evidence plays in the HBP policy
process, what the demand is for different types of cost
analysis, and how to generate better information that

is used routinely in HBP design and implementation.

Conclusion

Cost information is crucial for several aspects of
health benefits policy—estimating the total expendi-
ture required to make a HBP accessible to align with
available resources, analyzing the incremental cost of
individual services to make decisions about inclusion
in HBPs at the margin, and costing individual health
services or sets of services to set or negotiate pro-
vider payment systems and rates. Costing the entire
HBP is important when establishing benchmarks for
resource requirements to ensure that commitments
align with resources available, and when build-
ing scenarios for different population and provider
responses to increase coverage and financial protec-
tion. HBP costing is also important for informing a
dialogue to use policy levers, such as strategic pur-
chasing, to make benefits affordable.

Even though well-accepted costing methodol-
ogies are available, these methods continue to be
applied inconsistently in many areas related to HBP
policy. Furthermore, a number of specific challenges
can affect costing for health benefits policy, including
time-consuming calculations and a lack of reliable
high-quality data. Other policy choices, particularly
supply and demand incentives, also affect the expen-

diture required to purchase the HBP.
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Despite these challenges, estimating the approx-
imate resource requirements for implementing or
expanding a defined HBP is an important part of fis-
cally sustainable progress toward UHC. Information
on the cost of delivering health services is an essential
part of the evidence base needed to make decisions
to establish and expand a HBDP, strategically purchase
the covered services, and inform policies to drive efli-
cient service delivery and utilization of cost-effective
services. Many health reforms are aimed at chang-
ing the health system’s cost structure by reconfigur-
ing service delivery, as this is an important factor in
being able to sustainably finance the HBP, particu-
larly as it grows.
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CHAPTER 9

Beyond Cost-Effectiveness

Health Systems Constraints to Delivery

of a Health Benefits Package

Katharina Hauck
Ranjeeta Thomas
Peter C. Smith

At a glance: Can the health system deliver its health benefits package? Money is important-but so

are infrastructure, implementation, politics, and governance.

Cost—effectiveness analysis (CEA) of healthcare
technology has been extensively applied to eval-
uate interventions, and is a key input in developing
evidence-based clinical guidelines and care quality
standards. These guidelines and standards offer sys-
tematic guidance on how healthcare professionals

should care for individuals with specific conditions.

Acknowledgments: This research paper was produced as
part of the International Decision Support Initiative (iDSI;
www.idsihealth.org), a global initiative to support decision-
makers in priority-setting for universal health coverage. This
work received funding support from the Bill & Melinda Gates
Foundation, the Department for International Development
(UK), and the Rockefeller Foundation. It has benefited from
very helpful comments from iDSI partners. An earlier version
of this chapter appeared as Hauck, Thomas, and Smith (2016).

The principle underlying conventional CEA is that it
seeks to identify the set of health interventions that
maximizes some social objective (usually improve-
ments in aggregate health) subject to a single pub-
licly funded budget constraint. Although many
methodological challenges remain unresolved, great
strides have been made in resolving key issues.! CEA
is becoming an important mechanism for strategic
priority-setting in health systems, and many coun-
tries have established agencies to advise on health
system cost-effectiveness issues. International orga-
nizations are increasingly appealing to CEA as a basis
for advising countries on priority-setting, in partic-
ular to determine benefits packages for universal

health coverage in resource-constrained settings.?
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However, it often remains the case that the rec-
ommendations arising from CEA are not fully imple-
mented, even when decisionmakers agree with the
underlying principle of CEA—of obtaining maxi-
mum value from a limited health service budget. The
failure to secure full implementation of CEA recom-
mendations does not necessarily indicate a weakness
in the principles underlying the analytic approach
or the institutional arrangements employed by the
health system. It may be often the case that deci-
sionmakers invoke perfectly legitimate criteria that
are not considered in the CEA methodology when it
comes to priority-setting decisions. Failure to imple-
ment in these circumstances may not negate the
usefulness of the CEA, which has at the very least
demonstrated what is sacrificed (often in the form
of lost health improvement) by failing to implement.
Nevertheless, the frequent and widespread reports of
CEA recommendations being ignored or modified
does highlight the importance of understanding the
motivations of decisionmakers, and raises the issue
of whether CEA ignores important elements of the
priority-setting process.

One class of practical factors that mayhave amajor
influence on priority-setting is the potentially large
set of constraints that inhibit change in the health
system, in addition to the global budget constraint.
For example, all systems have an existing configura-
tion of institutions such as hospitals that cannot be
altered in the short term and a limited pool of skilled
human resources. Many changes will also impose
short-term costs (such as training) that detract from
direct patient care. In addition, governance and
information infrastructure may be inadequate to
ensure that new services are delivered effectively, and
various powerful political forces may inhibit change
throughout the health system. The constraints dis-
cussed in this chapter are gathered together under
six headings: the design of the health system, costs
of implementing change, system interdependencies

between interventions, uncertainty in estimates of

costs and benefits, weak governance, and political
constraints. Not all priority-setting decisions face
these constraints. For example, replacing therapeu-
tic drugs may face hardly any barriers, whereas the
implementation of complex public health interven-
tions will face multiple constraints.

This narrative review assumes that decisionmak-
ers wish to maximize the societal value secured from
their health services budget and are considering the
use of CEA to guide that process. It then explores
the role that constraints play in influencing priority-
setting decisions, and assesses whether and how they
can be accommodated within the CEA methodol-
ogy. The review is inspired by various group discus-
sions conducted as part of the International Decision
Support Initiative (iDSI). Its objective is to develop
a typology of constraints that may act as barriers to
implementation of cost-effectiveness recommenda-
tions. Where possible and applicable, it sets out ways
in which these constraints can be accommodated
within CEA models.

The Constraints

The cost-effectiveness model generally used for the
evaluation of health technologies—and healthcare
and public health interventions more widely—has
become a central tool for public sector policymak-
ers in many healthcare systems.? It was developed to
help decisionmakers with fixed public resources to
compare different interventions for the same health
problem and programs in different disease areas. For
a particular level of healthcare resources, the goal is
to choose from among all possible combinations of
programs the set that maximizes total health bene-
fits produced.* The traditional CEA methods pre-
sume the existence of only one salient constraint:
the public finance budget constraint. Yet all the evi-
dence suggests that many other constraints impinge

on decisionmakers, at least in the short run. These



limitations to traditional CEA gives rise to difficul-
ties in interpreting CEA findings for implementation
by local decisionmakers. Practical policymaking
generally encounters six broad categories of con-
straints, although there are additional ones that are
not discussed here.’ They may explain why strategic
decisionmakers depart from national or interna-

tional guidance.

Design of the health system

System design constraints preclude certain flexibili-
ties, and relate to the institutions of the health system
(purchasers and providers), the financing mecha-
nism(s), regulatory arrangements, and the role of
external agencies such as donors. Important practical
system constraints are the short-run availability of
capital or labor. For example, a highly cost-effective
new intervention may require substantial additional
staffing, but if the existing workforce is already work-
ing at full capacity and existing interventions cannot
be abandoned, implementation may be infeasible.
With respect to financing mechanism constraints,
CEA implicitly assumes that providers are paid solely
by a single national funder that specifies which inter-
ventions are financed. In practice, however, private
payments such as user charges make it difficult to
ensure that designated services are always provided
to the intended recipients.® Constraints imposed by
donors can often take the form of “vertical” organi-
zation of services for specific programs such as HIV/
AIDS. This requirement may optimize delivery for
the chosen program, but it can create serious rigid-
ities in how resources are deployed and prevent
systems from realizing the economies of scope® avail-
able by integrating services “horizontally” for a wide
range of conditions.

Provider reimbursement through capitation pay-
ments or global budgets can be another important
financial constraint, because it may provide weak

incentives for providers to deliver a recommended
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intervention as intended. Augmenting conventional
provider payment methods with various forms of
pay-for-performance may address this constraint,
and there is some evidence that pay-for-performance
isleading to improved discipline in strategic purchas-
ing of health services, including adherence to HBPs.”
Regulatory constraints can arise from the way rela-
tions between the different institutions of a health
system—such as hospitals, primary care organiza-
tions, local governments, and insurers—are orga-
nized through legal arrangements and professional
regulations.'” This implies that the autonomy of the
institutions is usually limited by regulatory statutes
that may preclude adoption of certain innovations.
For example, efforts to move certain interventions
out of a hospital setting may be frustrated by the
organizational boundaries and funding mechanisms
in place.

Many health system constraints can be eased
in the medium to long term. However, in the short
term, decisions usually are subject to prevailing
constraints. CEA recommendations can in princi-
ple allow for the type of health system in place. For
example, system design constraints can be addressed
technically by more careful analysis of supply- and
demand-side responses to the introduction of an
intervention, and (where necessary) by extending
the optimization model to include multiple resource
constraints.' In addition to yielding evidence that is
more immediately relevant to priority-setters than
crude CEA, such analysis offers a great deal of valu-
able additional information, for example on the effect
of short-run constraints in reducing the potential
longer-run achievements of the health system. It can
therefore help point to the most urgent priorities for
health system redesign.

Costs of implementing change

In its purest form, the rational cost-effectiveness

model assumes that change is instantaneous. This
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often does not reflect realities of implementation.
Any significant change to the health system is likely
to require irreversible investment, for example in the
form of capital (new clinics), personnel (training or
redeployment), information resources (data cap-
ture), implementation (new guidelines), or admin-
istrative complexity. Such irreversible investments
are transition costs. They can often act as a major
decisionmaking barrier to implementing programs
with long-term benefits; even if the priority-setting
process is functioning properly, it may take consider-
able managerial effort to ensure that the technology
is implemented.'* Therefore, an important consider-
ation for any priority-setting endeavor is the transi-
tion costs of implementing a new intervention.

A more gradual reform may reduce transition
costs substantially. It may be not only infeasible but
also inefficient for a government to reappraise contin-
ually the entire health system. Rather, a more realistic
aspiration is that a government should progressively
remove ineffective programs and replace them with
more effective actions. An incremental “threshold”
formulation of CEA may be closer to political reality
than a comprehensive “zero-based” formulation. The
zero-based approach requires a ranking of the cost-
effectiveness of all potential interventions, with only
the most cost-effective being selected for inclusion in
the publicly funded HBP, as attempted in the famous
Oregon experiment.”® The zero-based approach is
likely to be especially important when fundamental
reform of a system is needed, such as the introduction
of universal coverage. As well as defining the package,
CEA can be used to inform health system reforms
necessary to maximize returns from expenditure.

The incremental model implies that governments
may set priorities for action based on criteria that are
not considered in conventional cost-effectiveness

models. These might include:

o The magnitude of the program, where the
greatest potential gains may be secured by first

reconsidering programs that consume a large

part of healthcare expenditure;

o The existence of large differences between
competing technologies in terms of outcomes,

externalities, or equity considerations; or

o The practical considerations, such as prioritizing
programs according to feasibility of changing

delivery patterns and the size of transition costs.

A number of approaches have been developed to deal
with the constraints imposed by transition costs, of
which program budgeting and marginal analysis
(PBMA) is among the most prominent. PBMA can
be interpreted as an attempt to systemize the incre-
mental budgeting approach. A practical focus on
the evaluation of relatively modest and manageable
changes, as opposed to adherence to historical pat-
terns, is the key contribution made by the PBMA
approach.** The PBMA approach can be interpreted
as a complement to CEA, as cost-effectiveness often
remains an important criterion for prioritizing." The
cost-effectiveness and strategic planning project of
the World Health Organization (WHO-CHOICE)
has addressed the inclusion of implementation costs
by proposing to assess mutually exclusive scenarios
across various disease areas, including noncommuni-
cable diseases, HIV/AIDS, malaria, and tuberculosis
in various low- and middle-income settings.'®

In summary, it is important that a recommended
intervention should be implemented as intended, and
substantial transition costs often can be an important
requirement to ensure its success. Such costs should
in principle be incorporated into the CEA and written
off over the expected lifetime of the program. Costs
could be disaggregated as far as possible to highlight
major implementation cost components that may
arise. However, in practice short-term transition
costs can act as an important decisionmaking barrier
to implementing programs with long-term benefits.

Certain aspects of system design, such as the use



of separate public sector budgets or donor funds to
cover the resulting costs, can mitigate the rigidities
caused by transition costs. However, it may also be
necessary to adapt the CEA methodology to accom-
modate transition costs, either by explicitly including
such costs in the optimization model or by embed-

ding CEA in a broader decisionmaking process.

System interdependencies
between interventions

Most interventions rely on the existence of certain
aspects of health system infrastructure without
which delivery would be infeasible. This infrastruc-
ture might include physical capital, the workforce,
various supply chains, and information technology.
With a few exceptions, such resources are shared with
many other interventions, often yielding the manifest
economies of scope that can be observed in all health
systems. From an accounting perspective, the costs
of providing these resources should be shared across
the interventions that use them. Changes to the mix
of services using the infrastructure may alter the costs
and effectiveness of all interventions that rely on it.
(For instance, existing infrastructure may some-
times reduce costs, at least in the short run, relative to
those assumed in the CEA, thus potentially making
the service under scrutiny more cost-effective than
indicated.) And the absence of certain types of infra-
structure may preclude or at least seriously increase
the costs of adopting a new technology. Thus, deci-
sions cannot be made only on comparisons of average
costs of individual services but must consider bun-
dles of the services being provided, the implications
of shifting resources and redefining packages, and the
corresponding losses or gains due to changes in scale
and scope of the packages. For example, a new inter-
vention to be delivered by community-based nurses
may only be highly cost-effective if a network of such
nurses is already in place, but not if major new invest-

ments in such a network were required. Furthermore,
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the adoption (or absence) of certain interventions
may have implications for other programs of care.
The most obvious example of this is the joint supply
of a bundle of early-childhood interventions.

System interdependencies illustrate the limita-
tion of examining interventions in isolation. Any
significant reform of the health system design may
affect not only the long-run average costs of the inter-
vention under immediate scrutiny, but also of many
other interventions. System reform may require the
comparison of two entirely different configurations
of service delivery, with profound implications for
different patient groups and system costs. It is pos-
sible that such zero-based reforms can never be fully
adopted as a basis for decisionmaking, but they can
still be used to indicate where the scope for improved
performance lies and determine policy on more
incremental changes to the system. The presence of
systemwide effects, and the complexities they intro-
duce, may explain why the greatest impact of CEA
has been in the realm of pharmaceutical treatments.
New drugs can often be adopted without major
changes to the configuration and mix of human and
physical resources. Proper modeling of system inter-
dependencies is feasible in principle within a CEA
framework,'” but may be challenging in practice (see
David Wilson and Marelize Go6rgens’s discussion in
chapter 10). The interactions between interventions
must be modeled explicitly, perhaps by modeling an
intervention under two mutually exclusive scenarios,
with and without its complement. At the very least,
where feasible, there may be a CEA argument for pre-
senting a range of cost-effectiveness ratios for inter-
ventions where both costs and benefits are dependent

on the prevailing system configuration.

Uncertainty in estimates
of costs and benefits

Uncertainty is inherent in all priority-setting. It

can take numerous forms, including uncertainty in
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model parameters (costs and benefits of interven-
tions, especially in the longer term),'® uncertainty
about the nature and performance of competing
interventions (either now or in the future),” uncer-
tainty about patient behavioral responses (such as
uptake and compliance), and uncertainty about pro-
vider responses. CEA has long recognized the impor-
tance of uncertainty, and there has been a lively
academic debate about how to incorporate uncer-
tainty into analytic models.?’ The role of uncertainty
in constraining decisions is that, other things equal,
greater levels of uncertainty inhibit decisionmakers
from implementing change. This may be due to nat-
ural risk aversion, especially when political or mana-
gerial futures are at stake. However, uncertainty also
puts at risk any irreversible investment costs associ-
ated with change.

Uncertainty can therefore act as a powerful bar-
rier to any change. In some circumstances the con-
servatism it causes may be warranted, as a delayed
decision may avoid unnecessary investments and
keep future options open. However, a vague appeal
to uncertainty may inhibit timely adoption of cost-
effective programs. The key requirement then is
to inform decisionmakers about the true level and
nature of uncertainty, so that they can make balanced
judgments. CEA can act as a powerful device for
assessing and communicating uncertainty. A range
of analytic methods have been developed to address
and communicate parameter uncertainty, and these
should be adopted wherever feasible. Accounting for
parameter uncertainty by probabilistic sensitivity
analysis, and the presentation of its results via cost-
effectiveness acceptability curves, is well established
and required for submission of CEAs to the United
Kingdom’s National Institute for Health and Care
Excellence (NICE).?!

However, there is also a broader issue of “struc-
tural” uncertainty, which reflects potential limita-
tions in modeling, such as the inclusion/exclusion

of relevant comparators or relevant events, the

statistical models to estimate specific parameters,
and clinical uncertainty or lack of clinical evidence.?
This structural uncertainty is the main source of
concern in priority-setting, because its magnitude
is difficult to quantify and risk-averse decisionmak-
ers naturally will be reluctant to act when there are
concerns about the relevance and quality of the ana-
lytic evidence base. Sensitivity analysis is of course
then an important instrument for assessing the
robustness of estimates to alternative model spec-
ifications. Novel approaches such as model aver-
aging are becoming more widely used to address
problems related to model uncertainty, such as for
uncertainty in the choice of explanatory variables in
a statistical model.>*

The most obvious way to reduce any form of
uncertainty is to commission relevant research,
seek out high-quality data, undertake relevant meta-
analyses, improve the quality of modeling, and carry
out “value of information” analyses to identify pri-
orities for generating new evidence.** This will help
incorporate uncertainty into the evidence base in a
systematic manner. Of course, these endeavors are
both costly and time-consuming, and will in them-
selves create new delays. Robustness analysis can be
used as a practical means of handling uncertainty in
decisionmaking.*® It assesses the flexibility achieved
or denied by particular acts or commitments, pro-
vided they can or must be staged sequentially. In
the same vein, Stephen Palmer and Peter Smith have
applied option pricing theory to economic evalua-
tion, with the aim of assessing the value of deferring
decisions pending the arrival of better information.*®
Despite these methodological advances, uncertainty
will always remain intrinsic to strategic priority-
setting. As long as decisionmakers are kept informed
about the true level and nature of uncertainty, they
will have a base from which to make balanced judg-
ments. Failure to convey uncertainty properly may
give rise to “uncertainty about the level of uncer-

tainty” underlying a decision, and therefore inhibit



warranted change. For decisionmakers with little
technical expertise, innovative ways of communicat-

ing uncertainty may be needed.

Weak governance

Whatever type of health system is under consider-
ation, most health policy tools assume the existence
and effectiveness of certain instruments of good gov-
ernance. In choosing to include a treatment in the
HBP based on the results of a CEA, policymakers
are presuming that it will be delivered in line with
the CEA’s modeling assumptions. The governance
requirements to underpin any priority-setting task

are likely to include:

e Clear mechanisms for articulating health system
goals, promulgating guidelines, and financing
the required activity, possibly extending to con-

tractual arrangements;

o Effective data collection mechanisms designed
to audit delivery of care and adherence to quality

standards; and

e Functioning accountability mechanisms that
enable providers and other relevant parties to be
held to account for the performance they have

secured.?’

The level of detail at which priorities can be set may
be determined by the administrative capacity of the
health system. At one extreme, the benefits pack-
age might be explicitly defined in terms of detailed
interventions and eligibility criteria. International
bodies such as the WHO and the Global Fund to
Fight AIDS, Tuberculosis, and Malaria could help
in this task by providing generic resources that may
be suitable for assessing the cost-effectiveness of spe-
cific interventions. At the other extreme, priorities
might be set in broad terms, such as emphasizing a

larger role for primary care relative to secondary and
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tertiary care. Of course, the risk of adopting a broad
definition of priorities is that the prioritized sector
may provide some services that are not cost-effective.

In many health systems, limited audit and perfor-
mance reporting capacity inhibits the ability to set
and monitor detailed priorities.”® The most poorly
developed aspects of governance are the mecha-
nisms to hold to account providers and other rele-
vant agents for the levels of performance they have
achieved, via mechanisms that include consumer
markets, administrative procurement arrangements,
democratic elections, or professional regulation. The
prime purposes of an accountability mechanism are
to allow stakeholders to check on adherence to stan-
dards and give them a means of offering rewards or
sanctions depending on results.

An absence of good governance in any of these
three key areas—priority-setting, performance mea-
surement, or accountability mechanisms—seriously
undermines the capacity for change and may make
certain services infeasible or ineffective. It is diffi-
cult to offer generic guidance on how to confront or
sidestep the constraints caused by weak governance.
CEA may consider these realities by constraining
the number of decisions that can be made in a given
time period. In all health systems, there is likely to
be a trade-off between the health gains secured by
detailed priority-setting and the governance costs
of specifying and monitoring adherence to the pack-
age. Whatever approach is taken, CEA can play an
important accountability role by demonstrating the
costs to the health system of continued shortcomings
in governance capacity, and indicating where the pri-

orities for improvement may lie.

Political constraints

The process of priority-setting takes place in a pro-
foundly political context, in which numerous influ-
ential political interest groups seek to participate.”

Katharina Hauck and Peter Smith present several

207
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models of political economy that describe how deci-
sionmakers react to political realities and how these
reactions may influence priority-setting decisions.*’
Such models try to explain why the political deci-
sionmaking process fails to generate apparently wel-
fare-improving policy changes. Goddard, Hauck,
and Smith also argue that there may be substantial
benefits in seeking to understand priority-setting
processes using models based on political concepts.™
Five classes of political forces exert particular influ-
ence on decisionmakers: the median voter, interest
groups, bureaucratic decisionmaking, decentraliza-
tion, and equity.

The median voter model® asserts that political
decisionmakers will seek to develop policies that
attract the median voter in an effort to maximize
political support. The implication of this insight
for priority-setting is that the size and contents of a
public HBP may be skewed toward the preferences
of key voting groups. Gaining taxpayer support for
health policies has high importance for policymak-
ers, particularly in many low-income countries with
high levels of informal employment where tax con-
tributions are concentrated among a relatively small,
urban elite. Models of competing interest groups
assume that powerful interest groups may seek to
skew decisions in their own favor at the expense of
less-organized stakeholders.** Within healthcare,
small groups with a clearly defined common objec-
tive—for example, health services providers, the
pharmaceutical industry, or patients with a specific
disease—have low costs in organizing themselves,
securing cohesion, and effectively lobbying deci-
sionmakers to their advantage. Compared with the
broader population, whose interests are more diffuse
and who experience higher costs of organizing, these
small groups may have a disproportionate voice in
health policy decisionmaking.

The institutional theories of James Buchanan and
Gordon Tullock** and William Niskanen®® focus on

bureaucratic decisionmaking, specifically the interests

of bureaucrats in maximizing their influence and the
effect of their behavior on the level and nature of gov-
ernment output. The essence of this approach is the
belief that such bureaucrats receive power and remu-
neration in proportion to the size of their enterprise,
with the implication that bloated and ineflicient
public services emerge if there is a lack of effective
control over government growth. Many healthcare
systems make extensive use of decentralization, and
these subsidiary levels of government add further
complexities that affect variations in health spending
and HBPs,* although the direction and magnitude
of effects is likely to depend on specific institutional
arrangements for such policies. Decentralization may
be associated with improved performance result-
ing from increased horizontal competition between
different levels of governments, although empirical
evidence is mixed and the outcomes depend on insti-
tutional structures. In some respects, the promotion
of equity in health and healthcare can be viewed as
a political constraint. Equity concepts can readily be
incorporated into conventional CEA, for example
by placing greater weight on health gains for disad-
vantaged population groups. However, the nature of
equity criteria adopted in health policy is likely to
vary between health systems, and so it will be diffi-
cult to develop universal equity-weighted measures
of cost-effectiveness.?”

Public involvement in decisionmaking has been
advocated as one approach to ameliorate potentially
unwarranted impacts of political constraints. How-
ever, a scoping review found it difficult to assess the
extent to which public involvement is more or less
vulnerable to capture by interest groups because
formal evaluations of public engagement efforts
are rare.’® Priority-setting is ultimately a political
undertaking. To some extent, the health technology
assessment agencies now being put in place across
the world are an indication that politicians feel it is
helpful and expedient to devolve some aspects of that

process to agencies with politically legislated terms



of reference. At its best, this approach can lead to
better informed rankings of interventions, that is,
aligned with social preferences, if made on a consis-
tent basis. However, the technical recommendations
of those agencies must almost always be viewed from
a broader perspective than that of narrowly defined
CEA. In some cases that broader scrutiny may be
undertaken within the agency (asin NICE); in others
it must be left to those who are ultimately account-
able for choosing priorities. In either case, a key con-
sideration will be the political context within which

the decision is being made.

Discussion and Conclusion

This chapter has assumed that a decisionmaker

accepts the general principles underlying CEA. It
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then considered six types of constraint under which
such decisionmakers must operate when considering
the implementation of CEA recommendations. Table
1 presents an overview of the above-mentioned con-
straints and potential approaches to addressing them,
whether by incorporating them into CEA directly, or
by informing decisionmakers of the adjustments to
institutional arrangements that may be required. The
classes of constraint frequently are linked and none
can be considered in isolation. For example, many of
the constraints caused by uncertainty arise because
of the irreversible costs of implementing a change.
Health system design constraints may arise in part
because of weaknesses in governance. The difficulty
of assessing interactions within the health system
may reflect limited analytic and decisionmaking

capacity. This may change in the future, as efforts

7aeLE 1. How to Incorporate Constraints into Economic Evaluations

Constraint

Design of the
Health System

Solution

® Inform on required institutional adjustments
= Analyze supply- and demand-side responses
= Incorporate multiple resource constraints into the mathematical modeling

Implementation Costs

® Incorporate transition costs into the mathematical modeling
= Disaggregate costs to highlight major cost components

System
Interdependencies
between Interventions

" Model interactions between interventions by incorporating economies of scope
= Model intervention under alternative scenarios (with and without complementary
intervention)

= Present range of cost-effectiveness ratios dependent on prevailing system configuration

Uncertainty in Estimates

® Conduct probabilistic sensitivity analysis

of Costs and Benefits = Present extent of uncertainty via cost-effectiveness acceptability curves
= Address structural uncertainty with sensitivity analyses
= Commission additional research
= Evaluate robustness of decisions under alternative future scenarios
Weak Governance = Inform on required institutional adjustments

= Constrain the number of decisions that can be made in a given time period

Political Constraints

® Inform on required institutional adjustments
® Devolve priority-setting to agencies with politically determined terms of reference
® Involve the public in decisionmaking
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are made to increase analytical capacity and interna-
tional collaborations among modelers.

Where feasible, the chapter has outlined possi-
ble ways of addressing these strategic constraints. A
fundamental choice is often whether to accept and
accommodate the constraint, or to seek to relax the
constraint itself. It is important to recognize that
some constraints may be in place for good regula-
tory reasons (such as a concern with equity), and that
relaxation of other constraints may in any case not be
feasible in the short run. For some of the constraints,
in particular the ones related to costs of change, the
implicitassumption is that a new intervention is com-
pared against current standards of care. The discus-
sion may need to be slightly more nuanced if two or
more new interventions are compared.

Many of the constraints described can in princi-
ple be modeled by augmenting the simple CEA math-
ematical programming model to include additional
considerations. For example, additional resource
constraints, say in the form of workforce numbers,
can be added; interdependencies between interven-
tions can be modeled by incorporating constraints
that reflect economies of scope and considering port-
folios of interventions using integer programming;
nonlinearities, such as variable returns to scale, can
be reflected in the model; limited decisionmak-
ing capacity can be modeled by constraining the
number of decisions that can be made in a given time
period; the model can be formulated as an incremen-
tal priority-setting model, which assesses potential
change from the current situation; and uncertainty
can be incorporated by adding variability to param-
eters and (for example) reformulating as a stochastic
mathematical program.

Although such innovations offer more realistic
modeling of the decision setting, they also introduce
serious drawbacks. First, they increase considerably
the analytic complexity and information demands,
and in many circumstances it would be infeasible

to identify parameters for the augmented model.

Second, the model would have to be tailored to each
individual setting, leading to a vast increase in the
need for analytic capacity. And third, the simple
transferability and clarity of the conventional CEA
would be lost. In short, further tailored refinements
of the mathematical decision model will be helpful in
individual settings, but they are less likely to be appro-
priate when seeking to offer generic advice to a wide
range of countries. Some classes of constraint related
to governance and politics cannot be managed ana-
lytically. Rather than trying to model the constraints,
the role of CEA under such circumstances is to indi-
cate the opportunity costs of not being able to adopt
certain optimal courses of action. Thus, although it
can be argued that the world is rarely as simple as that
represented in the theory of CEA, such an analysis can
nevertheless yield powerful benefits by identifying the
key bottlenecks to reform and indicating the priority
areas for action. It may also help overseas aid organiza-
tions identify where their funds are best directed.

To conclude, a discussion of constraints can draw
out a number of principles for disseminating CEA.
For example, cost could be explained and disaggre-
gated in more detail, so that decisionmakers can see
more clearly the assumptions underlying the anal-
ysis and identify the major sources of costs. In this
way, they can make adjustments if they feel that the
original setting or costs were inappropriate to their
situation. The CEA could be accompanied by a nar-
rative that sets out the significant interactions of the
intervention under scrutiny with other interventions
in the health system, and the circumstances in which
they may be important. The strength of CEA recom-
mendations could be varied depending on the robust-
ness of the cost-effectiveness evidence. However, this
must be accompanied by clear guidance on what is
considered robust evidence. Uncertainty could be
treated more systematically. Great strides have been
made in modeling certain types of uncertainty, but
further improvements could be made in helping deci-

sionmakers understand the implications for their



system. Subgroup analysis could be encouraged in
order to help decisionmakers understand the impli-
cations for equity objectives and the implications of
heterogeneity in costs and benefits of an intervention
across the population.

Progress has been made in some of these areas,
and the main thrust of future work should be to con-
solidate and formalize existing methods. Other areas
may need preliminary ground-clearing work before
significant progress can be made. The complications
introduced by system constraints in no way under-
mine the central role that can be played by CEA in
the process of strategic priority-setting in health
services. Rather, the existence of such constraints
underlines the importance of ensuring that the CEA’s
underlying modeling process accounts for the con-
straints as far as is feasible. Where it is not feasible,
results should be presented so that decisionmakers
can properly understand the simplifying assump-
tions that have been made. Failure to implement the
CEA recommendations should offer an important
indication of the opportunity costs (measured in
terms of lost health) arising from system constraints
and other considerations that may have affected
the decision. Where necessary, by quantifying the
opportunity cost of failing to implement, the CEA
can then act as a powerful driver for health system
reform designed to address particularly serious con-
straints to improvement. CEA methods can there-
fore help decisionmakers tailor recommendations to
local circumstances, understand the most important
constraints inhibiting adoption or abandonment of
technologies, and assess whether and how to address

those constraints.
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See the Bigger Picture

Resource Optimization Tools to Inform HBP Design
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At a glance: Address the limits of cost-effectiveness analysis by using constrained resource

optimization tools, considering all quantifiable factors in a system together rather than interventions

or technologies in isolation.

Working within a limited budget means that

not all health services will be available for
everybody. A challenge faced by decisionmakers is
how to use limited funds optimally across the large
set of health technologies, healthcare programs, and
patient groups, targeted to the right people, in the
rightlocations, in the right time, and in the right ways
to achieve the greatest population health gains while
also addressing equity.

These decisions may range from those with
nationwide effect—whether a country should add a
specific drug to its essential medicines list, where to
open new primary healthcare clinics, orhow to react

to a new public health threat—to those with effects

at a more individual client level, such as whether to
prescribe a specific diagnostic test or preventative
measure or whether to seek healthcare in the first
place. Prioritization is usually considered with
respect to the most impactful and lowest-cost ser-
vices. However, prioritization within budgets also
implies that some services are likely overfunded for
the epidemiological and budgetary context. Reduc-
ing access or defunding services is a difficult choice
to make, but also is an important consideration in
regularly reviewing and setting priorities. Underuse
(failing to use effective and affordable interventions
when there is need for them) and overuse (provid-

ing treatments that may do more harm than good,
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Governments in low- and middle-income countries are legitimizing the implementation of universal
health coverage (UHC), following a United Nations General Assembly Resolution on UHC in 2014
and its reinforcement in the sustainable development goals set in 2015. UHC will differ in each
country depending on country contexts and needs, as well as demand and supply in healthcare.
Therefore, fundamental issues such as objectives, users, and cost-effectiveness of UHC have been
raised by policymakers and stakeholders. While priority-setting is done on a daily basis by health
authorities—implicitly or explicitly—it has not been made clear how priority-setting for UHC should

be conducted.

wasting resources, or deflecting investments for
health systems) is common for countries across
all income levels, institutions, and even individual
persons.?

The key question for health systems, therefore, is
less about whether to set priorities and more about
how to make priority-setting processes explicit and
transparent for the greatest value for health. Because
the pressure and momentum to prioritize is greater
than ever, decisions should not be made without
the knowledge that can be provided by rational cal-
culations in transparent quantitative algorithms.
Moreover, when defining packages of services and
technologies, interventions should not be considered
in isolation, but the mix of interventions should be
considered together.

This chapter explores the practical use of ana-
lytical tools and mathematical models to improve
priority-setting for such packages of services in uni-
versal health coverage (UHC) and in the determi-
nation of explicit health benefits packages (HBPs).
It presents examples from the field of HIV where,
in the most recent decade, mathematical modeling
has been extensively deployed (with some proven
success) to improve priority-setting, resource allo-
cations, and allocative efficiency. By describing the
approaches used, showing how they have been suc-
cessful, and drawing some conclusions about the
practical lessons learned in “doing” priority-setting

for public health responses to HIV, the chapter will

provide suggestions about how these methods may
be applied to UHC priority-setting as well.

What Should Be Prioritized?

In understanding what should be prioritized, it is
essential to understand what is meant by UHC, and
thus what is meant by priority-setting in UHC. The
World Health Organization (WHO) defines UHC
as “all people receiving the quality health services
they need, without being exposed to financial hard-
ship.”® Amanda Glassman and colleagues have a
more narrow definition: “In practice, UHC aims to
assure the delivery of certain health services or prod-
ucts free of charge, or at a subsidized fee, to the entire
population.™ Practically, the scope and depth of ser-
vices or products that can be made available intrin-
sically depend on the existing and potential service
infrastructure, the amount of resources available, the
costs to provide services, political economy consid-
erations, and the burden of disease (and anticipated
changes to this burden in the future) in the popula-
tion at large and in specific subpopulations.

UHC’s goals are aspirational: WHO and the
World Bank have set the UHC targets of 80 per-
cent coverage of essential services with 100 per-
cent financial protection coverage.® The UHC goal
in the Sustainable Development Goals has three

equally important arms: health (quality essential
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health service coverage extended to the whole pop-
ulation), financial protection (prevention of financial
catastrophe or impoverishment due to out-of-pocket
spending on health), and equity (closing the health
gaps caused by economic status, place of residence,
gender, or other factors). In thinking about which
of these aspects could be prioritized, it is generally
accepted that the focus should be on prioritizing a
set of essential health services, setting targets for
service coverage levels in specific populations in spe-
cific places, and delivering those services in ways that

maximize access and minimize costs.

How Should Priority-
Setting Be Done?

The need for explicit evidence-informed priority-
setting and decisions was recently reinforced in the
2016 “Bangkok Statement.” This statement empha-
sizes scientific evidence as an indispensable start-
ing point for explicit rationing that informs the
inherent trade-offs in cost-effectiveness, equity, and
financial risk protection. Policymakers should then
make the final priority choices by placing evidence
in the political context of interest groups and in the
ethical context of universal and culturally specific
values. Ideally, these characteristics also can be for-
malized as clearly specified objectives to refine and
reapply scientific approaches toward attaining these
objectives. The aim of such a transparent process is
to make the trade-offs, criteria, and values used in
making decisions explicit, and to make those who
made the decisions known and accountable.”

Formal methodologies, some of which are cov-
ered in earlier chapters, are available to provide a
quantitative basis for resource allocation prioriti-
zation. These methodologies include CEA and its
extensions. The best trade-offs can be made when the
selection of health services using CEA is combined

with epidemiological models and costing modules,

burden of disease analysis (including the impact of
different packages on disease burden among differ-
ent social strata and geographical areas), and fiscal
space and budget impact analysis. These methodolo-
gies can be useful in various decision steps of a well-

managed priority-setting process (see chapter 1).

Prioritization using CEA and extensions

When considering only health gains and nonin-
teracting interventions, CEA (described in chap-
ter 4) is a widely accepted analytical method used
in choosing interventions that offer good value for
money. The “value” of a health outcome is expressed
by a single measure encompassing mortality and
morbidity aspects, either quality-adjusted life-years
(QALYs) or disability-adjusted life-years (DALYs),
discussed in detail in chapter 4. Since these measures
capture both lifespan and quality of life, either can
measure the outcome of a wide range of health inter-
ventions and their individual impact on such health
outcomes, but generally not a package of interven-
tions and its impact on one health outcome. Incre-
mental cost-effectiveness ratios (ICERs) are defined
as the difference in costs (based on unit cost of inter-
vention) divided by the difference in outcomes (usu-
ally expressed in DALYs or QALYs). Interventions
are ranked in a league table according to their cost-
effectiveness ratios. Health outcomes are assumed to
be maximized if the selection begins with the most
cost-effective intervention at full coverage and then
moves down the list to successively less cost-effective
interventions, until the budget is exhausted. Some
countries, such as Australia, Canada, Sweden, and
the United Kingdom, use formal CEAs based on
ICERs in guiding productively efficient resource
allocations, at least for pharmaceuticals and some
well-defined medical consultations, diagnostics, pro-
cedures, and other benefits.

CEA principles can be applied to estimate cost-
effectiveness not just in terms of health outcomes,



but also the degree of financial protection or equity
in a healthcare package, as described in chapter §
in an extended cost-effectiveness analysis (ECEA).
The goals of ECEA are to find a balance between
the interventions that are cost-effective in averting
illness and death and interventions that afford finan-
cial risk protection—that is, avert poverty caused
by large out-of-pocket healthcare expenses—or
decrease the health gap between the poorest and the
richest strata of society. This means finding a bal-
ance between funding more expensive vs. cheaper
life- and health-saving interventions under UHC (for
example adult tuberculosis treatment vs. child vacci-
nation), and is a demand on UHC to meet the need
of poor populations. Methods maximizing health
and financial risk protection or health equity often
yield conflicting results; the first category attempts
to maximize the number of deaths or DALYs averted,
while the second assesses interventions based on the
number of poverty cases averted or the decrease in
equity gap. The right balance usually requires a deci-
sion that weights each outcome depending on a coun-
try’s HBP goals.

Limitations of CEA and extensions

CEAs and their extensions are usually based only on
efficacy-level evidence focusing on the benefit to the
individual who accesses a health service for the dura-
tion specified. CEA and its extensions do not usually

take the following aspects into account:

1. The interrelationship between causes of burden
of disease and associated health interventions. It
considers interventions as independent, neglect-

ing their interactions.

2. The nonlinear relationship between health ser-

vice coverage and health outcomes.

3. The nonlinear relationship between cost and

coverage of interventions, by not calculating

SEE THE BIGGER PICTURE

the marginal costs of scaling up or scaling

down a service.

4. The dynamic nature of burden of disease due to
wider primary prevention, epidemiological, or
population-wide impacts of the health services
being implemented (for instance, the impact
of vaccination or treatment on transmission

of infection).

5. The changing nature of financing for inter-
ventions, such starting costs and diminishing
returns, or the fact that health services cannot

instantly be either scaled up or scaled down.

6. The fact that priority-setting may change at
different funding levels or provide different

scenarios for a health system stakeholder.

7. The pragmatic reality that health services may be
funded by different sources and that even a HBP
could be partially financed through development
assistance for health. Different funding sources
might have different funding restrictions and
requirements. A newly established HBP is not
starting from nothing; services and funding
already exist, and both the development of and
priority-setting within that context need to take
existing services into account, to not contribute

to further fragmentation.

The fifth, sixth, and seventh points are examples of
health system constraints discussed in more detail in

chapter 9.

Advancing CEA to more practical policy
tools: Selection of health services using
CEA combined with epidemiological
models and costing modules

Traditional CEAs can be extended by incorporating
an epidemiological framework which accounts for

interacting and dynamic effects, and programmatic
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cost functions. This can be achieved through use of
mathematical models calibrated to the burden of dis-
ease in all subpopulations and links to relationships
between marginal costs and programmatic coverage
attained in target subpopulations. It can be extended
by defining and using relationships between pro-
grammatic coverage in targeted subpopulations and
the relevant outcomes related to reducing the dis-
ease burden. These additional components advance
analyses to closer linkages with programmatic real-
ities. Once established, these analytical frameworks,
including epidemiological models and programmatic
relationships, are well suited to comparing the pro-
jected effects of alternative budget allocation to
specific programs, populations, and areas, and to an
intervention’s impact on a population. Such models
can better capture changes in burden of disease, or
different cost-effectiveness ratios at different pro-
grammatic coverage levels or in the context of differ-
ent mixes of other interventions in operation. Cost
functions of any shape, to reflect the deliverability
of services as they are applied, can be defined in the
model as appropriate and as data will allow. These
frameworks can be used to estimate the “best” (or
“good”) health financing allocations across inter-
ventions—or to decide what goes into a HBP, for
example, as suggested through the scenario analysis
or mathematical optimization processes described in

chapter 1.

1. Scenario analyses. These analyses explore the
changes in cost and impact on health (deaths and
number of specific disease cases prevented, or gen-
eral measures like QALYs or DALYs) and possibly
other outcomes (impoverishment cases, equity
gap) over a chosen time period, when scaling up or
introducing a package of interventions at different
cost-effectiveness ratios that comply with different
constraints in the health system. (See chapter 15 for
a discussion of constraints.) In this type of analysis,

after considering a number of scenarios those with

most suitable outcomes that fall within the coun-
try’s anticipated health budget are chosen for fur-
ther deliberation. The limitation of this method is
that it would take significant computer power and an
unworkable amount of time to manually set and cal-
culate the impact of each allocation, and would thus
require either (1) a limited set of scenarios chosen
for analyses (hence the name of the method) or (2)
a selection of the best options from prespecified
scenarios without knowing whether a better option
existed outside the scope of the selected scenarios.
An example of a scenario analysis model is the
Spectrum suite by Avenir Health,® which contains
epidemiological models and program impact mod-
ules, such as for HIV financing (Goals) and for
reproductive, maternal, neonatal, and child health
(LiST). These models include the effects of changing
coverage of a large number of interventions in each
module. The suite includes the OneHealth Tool,’
a strategic planning and budgeting tool that incor-
porates costing of all health system components
including interventions, human resources, facilities,
equipment and transportation, medicines and supply
chains, information systems, monitoring and evalua-

tion, governance, finance, and administration.

2. Mathematical optimization. In this method, the
most cost-effective mix of interventions and their
optimal combination of coverage levels to achieve a
predefined set of health-related goals are determined
using a formal mathematical optimization algo-
rithm, conceptually shown in figure 1. In comparison
with scenario analysis, mathematical optimization
chooses and re-chooses funding allocations based on
a set of decision rules, calculates the impact using the
epidemiological and costing modules, determines
if the selected allocation is a global best solution
against the objective, and (if not) repeats the process
until the mathematical best solution is found. In this
situation, the solution would be the theoretically

best health benefits package for this setting given its
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ricure 1. Schematic of an Optimization Algorithm in Two Dimensions of Health Services

Objective function values

Funding to service
/ technology A

epidemiological context, infrastructure, costs, objec-
tives, and constraints. Rather than sample all pos-
sible scenarios, optimization algorithms efficiently
find a path toward the mathematical best solution
against the objective function.

The goal, called the “objective function” in this
context, can be a combination of gains in health,
financial protection, and equity, as described above,
and even additional chosen social values represented
by a suitable measure. (For a discussion of social
values in a HBP, see chapter 6.) Some social values
like quality of life are already included in the optimi-
zation when using DALYs or QALYs as a measure of
health outcomes. Other types of social/ethical values
can be formally introduced as constraints—for
example, “rule of rescue” can involve never defund-
ing emergency care for life-threatening health con-
ditions, even when there is only a small chance of

saving a life. Other political, ethical, logistic, and

Funding to service
/ technology B

budgetary constraints can be specified within the
optimization algorithm to enable all relevant criteria
to be included in an objective assessment.

An objective function can either be one goal (for
example, preventing new conditions), or a combina-
tion of goals (preventing new conditions from aris-
ing and averting deaths). In this case, the objective
function needs to use weights to determine the rel-
ative importance of the various goals. Establishing
appropriate time horizons and discounting rates are
important to setting appropriate objective functions
to reflect the priorities of decisionmakers and the
societies they represent. Building a formal objective
function with weights assigned to different types
of outcomes is usually an interactive process that
relies upon stakeholder engagement. Health prior-
ity targets (national health strategic plans) or global
Sustainable Development Goals targets can help

establish the combination of factors and weights in
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an objective function. The optimization algorithm
then explores the space of possible interventions at
different coverage levels (figure 1) within the budget
and other constraints, and finds the combination that
produces the greatest gains in the objective function.

The Optima Consortium for Decision Science’s
(OCDS) Optima suite of models’®—the develop-
ment of which was supported by the World Bank,
the U.S. Centers for Disease Control and Prevention,
the Global Fund, the Australian National Health
and Medical Research Council, the University of
New South Wales, the Macfarlane Burnet Institute,
and other partners—is a prominent example of an
optimization approach that has been used to extend
CEAss to resource allocation, against set objectives,
constraints, program and population interactions,
and cost functions. It has been used mainly for
cross-program-population targeting of resources
within specific disease areas, including HIV, tuber-
culosis, malaria, nutrition efforts, and hepatitis C.
A module for maternal and child health is currently

under development.

Examples of Mathematical
Optimization of Funding Allocations
to HIV Treatment Program

To illustrate mathematical optimization for priority-
setting in a practical context, the following section
presents case examples of HIV service provision in

Sudan, South Africa, and Indonesia.

Mathematical optimization to improve
priority-setting: The case of HIV in Sudan

Around 40 countries have used the Optima approach
to priority-setting of interventions, many of which
have benefited from better targeting of health
resourcing. In Sudan, the Optima HIV model was

used to prioritize proportions of funding allocations

to specific HIV prevention and care services as part
of an HIV allocative efficiency study."" The Optima
analysis was conducted with the government of
Sudan and its partners for establishing the objective
function, designated constraints, cost functions, and
resource envelope. As shown in figure 2, the Optima
epidemic model and optimization function showed
that by reallocating funds toward antiretroviral ther-
apy (ART) and HIV prevention programs for key
populations, 37 percent of new HIV infections could
be averted with the same amount of funding com-
pared to how that funding was being spent.'?

The Sudanese government then applied the find-
ings in its national HIV strategic planning process
and Global Fund concept note, and increased allo-
cations to ART from 12 percent to 18 percent and
HIV prevention for key populations from 7 percent
to 29 percent of all HIV funding (based on the
financial gap analysis including budgeted national,
Global Fund, and other resources) while deprioritiz-
ing HIV prevention targeted at the general popula-
tion including HIV counseling and testing, condom
distribution, and behavior change communications
(figure 3).

The study further concluded that these alloca-
tions combined with additional technical efficiency
gains would allow for increasing ART coverage from
6 percent in 2013 to 34 percent in 2017, and more
than double program coverage for key populations.'®
The reallocations in the 2015-17 HIV budget for the
national response were projected to avert an addi-
tional 3,200 new infections and 1,100 deaths in these
three years compared to initially planned allocations.
Longer-term time horizons beyond the strategy
period were also considered, and the analyses found
that by 2030 the improved allocations were projected
to avert an additional 33 percent of new infections,
22 percent of deaths, and 20 percent of DALYs. The
reallocations were achieved through a rigorous HIV
allocative efficiency analysis and evidence-informed

policy process, conducted by a multidisciplinary
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FiGuRE 2. Optimized Allocations to Minimize HIV Incidence by 2020 at Different Funding Levels, Sudan
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ricure 3. Reallocation of HIV Resources in the 2015-17 HIV Response Budget, Sudan
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team of national and international partners working
to make Sudan’s HIV response more manageable and

sustainable.!

CEA and mathematical optimization:
Modeling HIV program funding
allocations in South Africa

South Africa has an extensive HIV program with
many interventions at high levels of coverage. In
conventional CEA (using league tables) these inter-

ventions are assumed to have no interactions. In a

MSM = men who have sex with men

PLHIV = people living with HIV

PMTCT = prevention of mother-to-child transmission
SBCC = social and behavior change and communication
STI = sexually transmitted infections

recent study the authors questioned the validity of
this assumption at close to full coverage of the most
cost-effective interventions. They showed that, when
the most cost-effective interventions of condom
distribution, male medical circumcision, and ART
were sequentially scaled up to high but feasible
coverage levels, ICERs of the remaining interven-
tions increased by up to 400 times and their order
in the league table changed (figure 4)." This find-
ing demonstrates that interactions between inter-
ventions are important, especially when there are

other interventions which achieve similar outcomes,
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riGurEe 4. (a) Rank and (b) Comparison of ICERs (cost per DALY averted)
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leading to strongly diminishing returns. For exam-
ple, if nearly all sexual acts are protected by condoms,
medical male circumcision will be less effective.
Mathematical optimization, by contrast, gives much
more realistic cost-effectiveness ratios that account
for the interacting effects of programs and dynamic
influences on burden of disease for different pro-

grammatic coverage levels.

Resource optimization analysis and actuarial
sciences to incorporate HIV services into
an existing HBP: The case of Indonesia

In Indonesia, three interrelated analyses were per-
formed: (1) an HIV allocative efficiency study to
determine the size and nature of the risk pool for
HIV prevention and care services; (2) actuarial
estimations to estimate the incremental increases
that would be needed in the social health insurance
premiums (and subsidies) in order to add different
HIV service packages to the country’s current UHC
scheme; and (3) a health financing system assess-
ment to understand the broader context of health
financing in Indonesia. (The last of these analyses
is available on the World Bank’s Open Knowledge
Repository website (okr.worldbank.org), but because
of space considerations it has not been described in
detail below.)

HIV allocative efficiency study. The mathematical
optimization study was undertaken to assess the
allocative efficiency of current HIV spending. It con-

cluded that to be more efficient, Indonesia needed to:

o Increase program coverage and impact for
key populations at high risk of HIV infec-
tion in non-Papua and expand ART coverage
through optimized allocation of domestic and

external funds.

e Strengthen domestic sources of HIV financing to

reduce the dependency on international sources

for the financing of essential HIV prevention
services. Encourage district- and provincial-level
financial contributions, and aim to fully inte-
grate HIV services into the national social health
insurance program, Jaminan Kesehatan Nasi-

onal (JKN).

e Develop a clear strategy for sustainability and
undertake transition planning as part of the
effort to ensure an HIV response that can be
maintained that includes not only financial,
but also institutional, administrative, legal, and

service-delivery-related considerations.

These recommendations then fed into the JKN pre-

mium actuarial estimates.

Actuarial estimates for adding HIV services to JKN
benefits package. Integration of existing verti-
cal programs, such as HIV services, into a national
health insurance program requires careful consider-
ation of the services to be included in the basic HBP,
the implications of access to care for target popula-
tions, and the expected cost. Like many other low-
and middle-income countries (LMICs), Indonesia
is currently facing challenges in ensuring sustain-
ability of its HIV programs because external fund-
ing for them is decreasing. External donor financing
remains significant, and makes up almost 60 percent
of total spending for HIV programs. As the country
is implementing its national social health insurance
program, JKN, to achieve UHC, integrating HIV
services into JKN is considered one of the strategies
to ensure HIV program sustainability. JKN is one of
the largest single-payer social health insurance pro-
grams in the world; by 2019, everyone in Indonesia
is expected to have coverage under JKN. In 2015,
nearly 160 million individuals, or more than 60 per-
cent of Indonesia’s population, were covered by JKN.
Figure 5 illustrates the link between the allocative
efficiency analysis and the actuarial calculations for

JKN premium increase estimates.
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rFicuREe 5. Relationship between the HIV Allocative Efficiency Study Outputs

and the JKN Premium Increase Calculations

Coverage

Understand current
coverage of target
populations under
existing programs

Identify and
examine current/
potential barriers
to cover targeted
beneficiaries

into UHC

a. Allocative efficiency results used in this step.

Source: World Bank (2016).

The cost to include HIV services into the JKN
benefits package was projected for the next five years
using the 2014 cost as the baseline. The calculations
showed that, using the 2014 per member per month
cost as the baseline, additional HIV comprehensive
services added a monthly premium/subsidy cost of
Indonesia rupiah (IDR) 532 per member, or IDR
6,384 (equivalent to US$0.50) per member per year.'¢

Conclusions

Priority-settingin UHC is difficult because itinvolves
making complex decisions with limited evidence.
Explicit and transparent priority-setting with possi-
bilities of scrutiny and challenge requires decision-
makers to provide a clear formulation of objectives
and a statement of assumptions, and thus increases
their accountability. As scientific evidence of effec-
tiveness of different health interventions grows, it is

becoming increasingly possible to effectively allocate

funds based on scientific knowledge and methods.

Timothy Evans and Toomas Palu note that the avail-
ability of better and more evidence will propel UHC
priority-setting: “The rapidly growing science related
to rational choice and relative cost-effectiveness will
help inform better decision making.”"’

A growing number of analytical tools integrate
epidemiological modeling with costing modules and
cost-effectiveness in dynamic ways. The advantage
of such tools is that they account for interactions
between interventions and changes in outcomes,
population profiles, and disease burden over time in
projecting the effects of changes in funding alloca-
tions and health budget scale-ups. Resource optimi-
zation models address some of the weaknesses of the
more established analytic approaches, such as CEA.
These models go one step further than CEA, which
treats all interventions as independent, because a
well-executed model can define optimal portfolios of
services for the HBP. This is one of the defining char-

acteristics of resource optimization modeling for
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improved allocative efficiency. The examples shared
in this chapter have shown that mathematical opti-
mization is possible and feasible as a tool for priority-
setting and estimating targets: it can inform which
programs should be supported to certain coverage
levels over certain time periods, focusing on how
many of which populations will yield the best set of
health outcomes.

Resource optimization modeling tools add value
to the priority-setting process in several ways, includ-

ing the following:

e Models can link epidemiology to costs and
impacts in a dynamic way, in which changes in
one influences changes in the other and in which
several iterations can be run until an ideal (most
optimal) package of services is found. Part of
the dynamic nature of models is the ability to
change resource allocations, or service packages,
over time and for different populations, recog-
nizing the temporal changes in populations and

health services.

e Because of the epidemiological aspect built
into these tools, it is possible to estimate the
benefit of one (or multiple) programs on one
(or multiple) health outcomes not just in the
population who receive the intervention, butin
the population-at-large. (One such example of
these epidemiological knock-on effects would
be if male circumcision led to fewer new HIV
infections not only in circumcised men but also
in their sexual partners.) Simple CEA cannot
usually incorporate these social network effects
into its analysis, and yet as Tyler VanderWeele
has recently argued, such effects are important to

his concept of outcome-wide epidemiology.'

e Costs can be modeled in a nonlinear way, allow-

ing for subsidies paid to those who cannot pay

for programs directly. This is a major benefit,
given the need to often subsidize a HBP for
populations in developing countries. Nonlinear
cost functions can also account for program ini-
tialization, early adopters, scale-up phases, and

phases of targeting harder-to-reach populations.

Mathematical optimization can be conducted in
the context of defined real-world constraints to
take program scale-up and scale-down specific-
ities into account. This makes it directly appli-
cable to, and able to influence, HBP design. Any
constraints can be formalized and included in
analyses. The major benefit of this explicit spec-
ification is the transparent process and objective

nature of the outcomes.

Beyond bringing about increases in funding for
specific health services, mathematical optimiza-
tion has yielded real-life reductions in funding
allocations for some poor value services, which

are notoriously hard to achieve.

Mathematical optimization, with its focus on the
data needed to inform the algorithms behind the
objective function, has been shown to result in
complementary efforts to address data gaps. This
reliance on data (parameters) as inputs into the
analytical process is both an advantage and chal-
lenge. Data can help provide more information
for predictions and link epidemiology with costs
and outcomes, and can be used for assumptions
and to test their sensitivity to results. However,
more data may be required than for typical CEA
analyses and gaps in data can hamper modeling
efforts. However, experience in working on HIV
modeling has shown that model development
and availability can highlight to stakehold-

ers where data gaps exist. In HIV modeling,
improvements have been seen in costing data;

the inclusion of data points about the coverage



of health services in household surveys; and
improved efforts to disaggregate indicators by

sex, place of residence, and wealth quintile.

Results of mathematical optimization can be
used in actuarial calculations to estimate the
incremental changes in budget requirements,
including in insurance premium increases, to

accommodate new services added to a HBP.

Beyond calculating the effect of adding specific
services to a HBP, mathematical optimization
results can be expressed in terms of the effects
(costs and benefits) of a portfolio of health ser-
vices and related health policies on the national
budget and governments’ medium-term, multi-
year expenditure frameworks in the context of
economic growth projections and the country’s
debt sustainability, giving finance and health
ministries a common language for dialogue
about changes in health financing and the effec-
tiveness of that financing. Modeling thus can be
a basis for dialogue between these ministries.
Dynamic modeling can inform finance minis-
tries of longer-term fiscal impacts, beyond the
immediate health-driven decisions, and can
assure governments that health money is being
spent wisely. International development aid for
health applications (most notably, the Global
Fund, GAVI, and PEPFAR [President’s Emer-
gency Plan for AIDS Relief]) also increasingly
require that countries specify and quantify the

value for money of their health spending plans.

Modeling—if done through appropriate
consultative processes—can be transparent,
which allows policymakers to interact with the
analytical process and test different options and
scenarios. Although many assumptions made in

such tools remain open to challenge, given the
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limited evidence base and the inherent simplifi-
cations in any estimation analyses, the virtue of
this approach is that it allows assumptions to be
made transparent and the sensitivity of end-line
results to be tested against them. Alternatives
(scenarios) can therefore be readily tested and

different options considered.

e Mathematical optimization has helped to change
allocations of actual funding to more effective pro-
grams, even in politically challenging situations. In
achieving these changes, mathematical optimi-
zation appears to have been more persuasive to

stakeholders than other previous approaches.

Resource optimization tools remain at an early stage
of development, and there remain many opportuni-
ties for heightened impact if analysts can address a

range of challenges.

o Currently, none of the available tools mathemati-
cally optimize across health services to address all
causes of disease burden, though more sophisticated
tools are available for within-program optimiza-
tion (such as within HIV or nutrition programs).
None of the currently available tools contains
the full range of Sustainable Development Goals’
health services addressing all of the goals’ health
targets, with noncommunicable diseases the
least represented (perhaps because of the lack of
reliable data in LMICs). Although it is possible
to investigate the impact of interventions on
morbidity and mortality from different diseases
separately, with current tools it is not possible to
optimize benefits packages for a range of condi-
tions simultaneously, including comorbidities, or
to take advantage of program overlap. Additional
methods and new tool development in these

areas are needed.

227
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o None of the currently available models accommo-
date user-defined weighting of health, financial
protection, and equity maximization. Most models
can implicitly incorporate a range of fiscal and
political constraints in different scenarios, but
none can currently perform a formal optimiza-
tion of allocation of funds with a user-defined
objective function—that is, a user-defined
weighting of health, financial protection and
equity maximization. New model development
in this area is needed. The Health Foundation’s
STAR is the only tool that to some extent evalu-
ates the impact of a health program on financial
protection and equity.”” STAR, however, is more
of a process of stakeholder engagement that
considers financial and equity consequences

of decisions. Additional methods and new tool

development are needed here as well.

Costing data used in current analytical tools incon-
sistently include upstream costs. Upstream costs
such as supply chain, health system management
and administration, training and capacity-
building, transaction costs in reallocating funds,
planning, and coordination are inconsistently (if
atall) included in unit costs. Consequently, one
cannot take a funding allocation from a model
and apply it directly to a health system budget,
especially not if activity-based costing is the
basis for costing and budgeting. One reason for
the inconsistency in including these costs is that
they are not well documented; another is that
the evidence of the impact of these activities on

health services is largely lacking.*

Costing data used in analytical tools typically
assume linear relationships between costs and
coverage. Most analytical tools estimate the cost
of introduction and scale-up of interventions
based on unit costs. The biggest limitation of
this approach is that it typically assumes a linear

relationship between cost and coverage (unit

cost X quantity = total cost). Cost functions
with nonlinear marginal costs are necessary to
accommodate startup costs, economies of scope
and scale, and changes in the marginal costs of

service delivery over time.

Efforts to convert recommendations on specific
funding allocations to specific health services into
actual spending priorities within a health systems
context are not straightforward or evident, and
need to be unpacked. Modeling can be used to
prioritize health interventions by indicating
which health interventions should be supported
and to what level. Using these allocations

for actual funds (annual budgets) within the
existing health system funding setup, however,
is not straightforward for two reasons. First,
health sector funding typically is not allocated
by individual health service, but by one or more
of the six WHO-defined health system com-
ponents.*' Second, priority-setting happens at
different levels and for different purposes, from
whether a client decides to access a service to
how they access it, and from the decisions that
providers make about which services to provide
to the decisions that ministries of health make
about which services to prioritize and how to
allocate sector funds. Further work is needed

to examine the various complicated aspects of
how and whether priority-setting by healthcare
users (clients), healthcare providers, and the
institutions that govern and regulate healthcare
systems influence the development of different
health system components and funding alloca-
tions, compared to allocating discrete amounts
for specific health services. One option might be
to use results from analytical optimization tools
to decide which services are affordable within
available budget envelopes and optimal fund-
ing for drugs or human resources for health, or

other health system components that are easily
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7aeLE 1. Allocation Challenges with Optimization Models

Health services: HIV testing, nutrition services, maternal and child health
services, noncommunicable disease services, and others.
Priorities of and funding for these services

Clientlevel ™ Do Ineed thisservice? Drugand Health
(healthcare ™ Do Iwant to go to get this service? technology  service
consumer) ™ What other services do I need? accessand  demand,
= Will this service be useful to me? use access, and
= What can I do to improve my health use
and prevent illness?

® Canlafford to access this health service?
® Canlafford the medications that I need?
= Will I take the medication that is

needed?
Health ® What kind of health service does the Data Afford- Drugand Health Human
service client need? captureand abilityand  technology service pro- resources
providers = AmIallowed to provide this health use access demand, visionand  for health
service? use, and quality motivation
® How will the provision of the service application and dis-
be financed? crimination
® Do I have the technologies I need to
provide the service?

® Do I want to provide that service?

® What data about the client do I need to
capture?

® Are these data important?

= Am I paid enough? Do I want to per-
form this service?

Health = What information systems do System Datasystem Health Develop- Health Cadres
system we need? leadership,  design financing ment of service of health
regulators How many. of which kind of account- Datause for architecture essential architec- workers
and Y abilityand  improved Volume of  medicines  ture—who  Placement
“governors” technology, should be sent to governance decision- funding list can provide of health
which places? making available Decisions whichser-  workers
= What kind of health services Funding on the vicewhere  Health
should be provided at which allocations  application worker
laces? tospecific  and avail- education
praces: . programs  ability of Health
® How will this be financed? new health worker
® What human resources for health technolo- motivation
are needed? gies
= How should the health workforce
be educated?

= What health information system
and architecture is needed?

Source: Authors
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“allocable” as discrete funding priorities (and
thereby as line items in a budget). Table 1 shows
this disconnect and the associated allocation

challenges.

Analytical tools cannot yet address some (unrealis-
tic) stakeholder expectations that results are directly
fed into an annual budget: “translation” of ana-
lytical results into program priorities and detailed
annual budgeting is still needed. The results of
analytical outputs (how much to spend on which
health service) are useful, but cannot directly

be used for budgeting purposes. Typically, the
outputs of a model will indicate on which health
service to spend more money and on which ones
to spend less money. These results can be used to
prioritize funding allocations (and inclusion in a
HBP). But the absolute funding level for individ-
ual health services, as suggested by the analyses,
cannot necessarily be fed into an annual activi-

ty-based budget.

As health services become more integrated, it will
become more challenging to use analytical tools to
explicitly prioritize funding to individual health
services. If a person visits a health provider and
receives, for example, HIV drugs, condoms, and
nutritional supplements, then this person has
received three different health services, in one
visit. Calculating the cost of those services indi-
vidually (which is needed for funding allocations
to these health services to be optimized in an
individual way) involves parsing out the human
resource costs, drug costs, commodity costs,
and other input costs separately and determin-
ing the unit cost (or cost function) of delivering
such services. As people demand and receive
more integrated care, instead of visiting different
providers for different services, it becomes more
challenging to model the optimized allocation

for individual services in the HBP.

o Analytical tools do not currently take the con-

straints imposed by diverse funding sources into
account. In LMIC settings, health financing

costs typically come from multiple sources.
Development assistance for health sometimes
comes with constraints on how it can be spent.
Given that this assistance often is not in the same
currency as the country itself and comes with
constraints, decisions about which parts of the
health system are supported by development
assistance dollars may not be best made along
the lines of specific services but rather in terms of
health system components. Such decisions might
even need to include macroeconomic consid-
erations: for example, if a developing country’s
HIV drugs are purchased in a U.S.-dollar-traded
market because of the nature of only a few global
suppliers, for example, then it makes sense for
development assistance for health to focus on
those specific types of purchases within the
healthcare system.

All quantitative approaches in priority-setting for
UHC and HBP are supply-side efforts and are not
yet people-centered in the sense that user choice is
not yet explicitly defined or quantified in models:
Current analytical methods consider clients

as health system “users” and the health system
itself as the “provider” of healthcare. Analytical
methods for UHC priority-setting support this
construct in that the outcomes of such efforts
are typically expressed in terms of supply-side
funding allocations or impacts. Thus, although
priority-setting needs to occur at all three levels
of the health system (health system users, health
system providers, and health system regulators/
governors—see table 1), current analytical
efforts focus only on the health system reg-
ulator level of priority-setting. The efforts of
health providers in terms of prioritizing clients

and of health system clients in managing and



improving their own health—such as clients
deciding to improve their nutritional habits or
wearing step-tracking devices to improve their
own health—is not yet considered or explicitly

modeled and therefore cannot yet be prioritized.

Most current analytical models focus on prioritizing
health services, such as what should be included in a
HBP; few are designed to help countries make deci-
sions about prioritizing the modalities of delivering
those health services. For example, in a country
with a large HIV disease burden, prioritizing
HIV testing and treatment could be an antici-
pated outcome of a priority-setting process. If it
was known that fewer than S0 percent of persons
living with HIV have been diagnosed, one might
conclude that HIV testing is important. But deci-
sions on how that HIV testing is performed—
through home-based testing, provider-initiated
testing, self-testing, or voluntary counseling and
testing—typically are not yet made based on
evidence, models, or prioritization, even though
these decisions are as critical as the first-tier
optimization (prioritizing HIV testing). Because
different modalities of health service delivery
have quantifiable different costs associated with
them and quantifiable different yields (propor-
tion of persons tested who are newly diagnosed),
analytical models can help support this “second-

tier” layer of priority-setting.

Modeling tools are not yet extensively used to help
prioritize which interventions should be provided
to minimize “leaks” in an implementation cascade.
We can expand the concept of the second tier
of priority-setting to the entire implementation
process—the progression from the number of
persons with the specific disease burden to the
percentage diagnosed, to the percentage who
have initiated treatment, to the percentage who

have completed or are adhering to treatment. In

SEE THE BIGGER PICTURE

a country like South Africa with a high HIV dis-
ease burden, significant priority has been given
to HIV. Yet there are significant leaks in the HIV
treatment cascade in South Africa (see the gray
bars in figure 6).>> An assessment in South Africa
identified 31 interventions that could address
these leakages, and used an optimization model
to prioritize these 31 interventions in terms of
relative funding allocations, within a given fund-
ing envelope. Figure 6 (purple bars) shows how
the optimization of these 31 interventions, by
reallocating the same overall resources to better
target the most impactful services, significantly
reduces leaks in the HIV treatment cascade in
South Africa. Minimizing leakage was possible
through prioritizing the most cost-efficient inter-
ventions, particularly fast-track treatment ini-
tiation counseling, at the expense of the classic
treatment initiation counseling model. Adher-
ence support for those receiving ART should

be prioritized with a focus on text messaging
services and enhanced adherence counseling
implemented by lay counselors, and decentral-
ized delivery and adherence club services for
treatment dispensing should be prioritized for

eligible people living with HIV.

Beyond analytical tools, countries must focus
on addressing health implementation and absorp-
tion capacity challenges. As Kalipso Chalkidou and
colleagues have observed, “Implementation without
priority setting is as bad as priority setting without
implementation.””® But, getting to full-scale qual-
ity implementation will require more than model-
ing results. A recent WHO report reviewed by the
Lancet revealed that for every US$100 available for
government spending in Africa, on average US$16
is allocated to health, only US$10 is in effect spent,
and less than US$4 goes to the right health services.**
Although each country should define its own essen-
tial package of public health and clinical services on
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Ficure 6. Current Estimated HIV Care and Treatment Cascade in South Africa

and Estimated Optimized Potential Cascade
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Source: Stuart and others (forthcoming).
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CHAPTER 11

Reliable Sources?

Generating, Selecting, and Applying Evidence
to Inform the Health Benefits Package

Neil Hawkins
Robert Heggie
Olivia Wu

At a glance: Is a health benefit cost-effective? Consult the evidence—but critically evaluate its

applicability, internal and external validity, and precision.

Decisionmakers need to determine, based on
currently available evidence, which interven-
tions should be included in a health benefits pack-
age (HBP). They may also need to decide whether
additional research should be required or funded.
Quantitative economic evaluations can aid these
decisions. The challenge is to conduct useful evalu-
ations given typical limitations in both the available
data and resources available for analysis. It is import-
ant to make the best use of the available data and to
not impose unrealistic evidence standards that effec-
tively deny decisionmakers access to useful evidence.

Unfortunately, most published evidence evalua-
tion tools tend to focus on the evaluation of the inter-

nal validity of individual studies and do not consider

their potential contribution within the context of
a specified decision analysis. Given that there will
often be a limited number of directly relevant stud-
ies conducted in low- and middle-income countries
(LMICs), it is important that researchers do not
simply discard individual items of evidence because
of concerns about internal validity.

This chapter examines the principles underlying
the selection and synthesis of evidence within cost-
effectiveness analyses (CEAs) intended to inform the
development of HBPs in LMICs. A number of health
technology assessment guidelines recommend that
all relevant evidence should be included in CEAs.! For

example, the “Gates Reference Case” developed as

part of the Bill & Melinda Gates Foundation-funded 235
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Methods for Economic Evaluation Project states, as
a principle, that economic evaluations “should con-
sider all available evidence relevant to the decision
problem.”* It also recommends that a systematic and
transparent approach be taken to obtaining and using
such evidence. Taking this recommendation as a
starting point, this chapter will explore the concept of
relevant evidence, its selection, and its use, and focus
on the use of evidence within CEAs as a fundamental
component of the process of developing a HBP.

The body of this chapter is divided into four sec-
tions. The first section describes how evidence is used
in CEAs, and provides context for the remaining sec-
tions. The second section describes three core con-
cepts (bias, precision, and the relevance of evidence)
that underpin the appropriate use of evidence. The
third section discusses how best to identify and select
evidence for inclusion in CEAs. The final section dis-

cusses the role of sensitivity analyses.

Synthesis of Evidence within
Cost-Effectiveness Analyses

CEAs synthesize evidence in order to provide esti-
mates of the mean incremental costs and effects
associated with alternative treatment options.
These estimates are used to estimate incremental
cost-effectiveness ratios (ICERs).> ICERs reflect
the opportunity cost associated with the decision
to include a particular option in a HBP and so help
decisionmakers to design packages that maximize
productive efficiency.*

It also is often necessary to provide information
about the total cost of funding a treatment or its
“budget impact.” Doing so allows decisionmakers to
assess whether a treatment is “affordable” and what
effect it might have on the budget remaining for other
treatments.® It also provides an indication of whether
funding a treatment is likely to change the acceptable
threshold. If a treatment with a high budget impact

is funded, this will effectively reduce the accept-
able threshold for remaining treatments.” Estimates
of budget impact help decisionmakers assess the
opportunity cost of funding a technology. Finally, in
addition to considering mean incremental costs and
effects, it is necessary to provide information regard-
ing the uncertainty in these estimates. Estimates of
uncertainty are important because decisionmakers
may not be risk neutral® and/or may need to under-
stand the value of conducting future research and
reducing uncertainty.’

The estimates of incremental costs, incremental
effects, and budget impact are typically derived from
the synthesis of evidence within a trial-based analysis
or decision-analytic model.”® In trial-based analyses,
the estimates of incremental costs and effects are
based on the relationships between treatment choice
and final endpoints directly observed within clinical
trials. Typically, a trial-based analysis will be based
on a single trial, although examples of meta-analysis
of cost-effectiveness estimates do exist."

In model-based analyses, the estimates of incre-
mental costs and effects are based on indirect rela-
tionships mediated by one or more intermediate
endpoints. The “model” combines the predicted
effects of treatment choice on the intermediate end-
points and the estimated relationships between these
intermediate endpoints and the final decision end-
points of costs and effects. The relationships between
treatment choice and the intermediate endpoints
are typically estimated based on the relationships
observed within clinical trials, from either individ-
ual trials or meta-analyses including multiple trials.
The relationships between the intermediate end-
points, and between the intermediate endpoints and
the mean costs and effects, may be estimated from a
variety of sources including data from clinical trials,
observational studies, and even clinical opinion.'?

In a sense, the cost-effectiveness model synthe-
sizes the available evidence in order to recreate an

ideal randomized controlled trial. Such a trial would



include patients who are representative of the target
clinical population, compare all treatment strategies
of interest, include assessments of the final decision
endpoints, and provide unbiased estimates from
the randomized comparison. The cost-effectiveness
model attempts to re-create this ideal trial by synthe-
sizing available evidence. The synthesis facilitates a
series of extrapolations: from surrogate to final end-
points, beyond the time horizons of the available
studies, beyond the available trial comparisons. The
synthesis can attempt to correct for known biases and
increase precision by borrowing strength through
the meta-analysis of multiple trials.

The evidence synthesized in the cost-effectiveness
model may come from a variety of sources, includ-
ing experimental trials, observational studies, and
elicited expert opinion. It may provide information
regarding the epidemiology of the condition and
treatment, the effectiveness of the reference treat-
ment, the relative effectiveness of other comparator
treatments, the value of treatment outcomes, and
estimates of resource use and unit costs. The evidence
helps to refine the decision problem, select an appro-
priate structure for the predictive model, and to derive
its parameter estimates. Individual items of evidence
may be used to estimate treatment-specific parameters
describing relative treatment effects, non-treatment-
specific parameters describing the relationships
between modeled variables, parameters describing
quality of life or utilities related to health status, and

parameters describing cost and resource use.

Core Concepts for the
Selection of Evidence

Overall, the aim of a CEA is to improve the state of
knowledge regarding the appropriate selection of
treatments. Knowledge can be defined as justified
true belief.”® In the case of CEAs, this justification
comes from our beliefin the accuracy of the estimates

RELIABLE SOURCES?

derived from our cost-effectiveness model, which in
turn depends on both the validity of the model struc-
ture and the accuracy of the parameter estimates
incorporated in the model.

The accuracy of the parameter estimates can be
described in terms of bias and precision. Precision is
the expected variation between the estimated values
from the current sample and the value that would be
obtained from an infinitely large sample. The preci-
sion of an estimate can be increased by increasing
the sample sizes of the underlying studies. Bias is the
difference between the estimated and true values
of a parameter that would remain if the sample was
infinitely large (and there was no sampling error). If
astudy is unbiased, the estimate will converge on the
true value of a parameter as the sample size increases.
However, if the study is biased, the estimate will con-
verge on a biased value. We can estimate the preci-
sion of a parameter estimate based on observed data,
assumptions regarding the statistical properties of
the sample, and the size of the sample. Estimates of
bias generally will be based on prior beliefs.

Beliefs regarding the potential magnitude of
bias in estimates derived from a study are reflected
in statements regarding the study’s validity or qual-
ity. Valid studies are regarded as providing relatively
unbiased estimates. Study validity can be subdi-
vided into internal validity—did the study answer
the question(s) it was designed to?—and external
validity—does the study answer the question(s) we
are interested in? External validity can be further
subdivided into population validity—is the study
population generalizable to the real world popula-
tion?—and ecological validity—are the study mate-
rials, methods, and setting generalizable to the real
world setting?

These concepts of internal and external validity
can be linked to the concepts of efficacy (the extent
to which an intervention does more good than harm
when provided under ideal circumstances) and effec-

tiveness (the extent to which an intervention does
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more good than harm when provided under usual cir-
cumstances). Studies with high internal validity but
poor external validity provide estimates of efficacy.
Studies with both high internal and external valid-
ity provide estimates of effectiveness. Studies with
low internal validity arguably provide little useful
information.

These concepts of bias and precision are useful
in determining whether an item of evidence is rele-
vant. Borrowing from a legal definition, evidence is
relevant if it makes a fact more or less probable than
it would be without the evidence; and if the fact is of
consequence."* In the context of a CEA, this trans-
lates to evidence being relevant if it might change a
parameter estimate, the definition of the decision
problem, or the selection of model structure; and if

the ensuing change might alter the final decision.

Practical Issues in Selecting
and Synthesizing Evidence

It is relatively easy to determine whether an item
of evidence might potentially influence a parame-
ter estimate. However, it is difficult to determine, a
priori, whether the inclusion or exclusion of a par-
ticular item of evidence will alter the final decision.
Therefore, decisionmakers typically are concerned
about the potential for omission of items of evidence,
either inadvertently or intentionally, that might alter
the final decision.

Ideally, all evidence that could possibly be used
to inform the model would be identified, and a final
selection made from this set. Decisionmakers may
therefore require that systematic reviews are con-
ducted to identify relevant evidence. The scope of
these reviews will be determined based on a priori
judgments regarding which forms of relevant evi-
dence are likely to be available and adequate to
inform decisionmaking and the resources available

for information retrieval and synthesis.

Identification of evidence

The scope of a search is defined in terms of methods
used for the search itself and the characteristics of the
items of evidence or studies that it is intended to iden-
tify. In terms of methods, the searches may be formal
systematic reviews' intended to identify all studies
that match the defined criteria in a reproducible fash-
ion, or may use techniques such as pearl growing'®
and snowballing to improve efficiency. The target
studies themselves may be defined in terms of design,
location, population, intervention, comparators, and
outcomes. The target study designs will depend on
the particular question that the evidence is intended
to address, and the likely availability of, and antici-
pated biases associated with, different study types.

For example, a search for evidence intended to
inform estimates of relative treatment effect might
include studies conducted in any location, but be
restricted to randomized controlled trials reported
in English. A search for evidence intended to inform
estimates of costs might include any study design,
but might be restricted to studies conducted locally.
In contrast, local observational studies might be used
to provide estimates of response to a reference treat-
ment and epidemiological parameters. When search-
ing for “local” studies, it is important to include
studies published in the relevant languages.

The searches themselves might be iterative, with
the scope being broadened if the previous iterations
have not identified sufficient studies or if there are
concerns about study biases. For example, a search
for studies intended to inform estimates of relative
treatment effect might initially be restricted to ran-
domized controlled trials but subsequently be broad-
ened to include observational studies.

Selection of evidence

Having identified a candidate set of evidence, the

next step is to determine which items of evidence



should be included in the analysis. However, the
objectives of maximizing precision and minimizing
bias may conflict. In general, studies are selected that
minimize bias in the final estimates, for example by
limiting research considerations to local studies or
to randomized trials. Yet doing so may reduce the
number of studies available to use, thereby reducing
precision. In some circumstances, particularly when
the likely direction of bias is known, a precise but
biased estimate may be preferred over an imprecise
but unbiased estimate. For example, when estimating
cost-effectiveness for infectious diseases, a biased but
more precise static estimate may be preferred over
the less biased dynamic estimate when the inter-
vention is cost-effective according to the static anal-
ysis and any effects on transmission are believed to
improve cost-effectiveness."”

To aid the selection of evidence, a number of tools
have been developed to assess study “quality” or risk of
bias. Most of these tools focus on internal study valid-
ity; the EVAT (External Validity Assessment Tool) is
one exception, as it focuses on external validity. The
focus on internal validity is understandable as it is
relatively straightforward to define objective assess-
ment criteria related to study design and conduct. In
contrast, external validity is context dependent and
judgment is required to evaluate the potential impact
differences between study and clinical populations.
However, when selecting evidence it is important to
consider both internal validity and external validity

and precision. Researchers should consider:
1. The geography the evidence relates to
2. Internal validity
3. External validity

4. Likelihood that all relevant evidence has been
identified

5. Feasibility of collecting further evidence

6. Related decision uncertainty

RELIABLE SOURCES?

Synthesis of evidence

In some cases, multiple items of evidence may be
related to individual or related parameters. In these
cases, it may be helpful to perform some form of
meta-analysis to synthesize these items. Meta-
analysis is the process of synthesizing the results from
related studies in order to obtain an overall estimate
of effect. It can increase the “power” of analyses, avoid
the arbitrary selection of individual studies, and clar-
ify the effects of the heterogeneity between studies."®

Traditionally, meta-analyses have synthesized
the results from a set of trials that all directly com-
pare the same two treatments. This is commonly
referred to as pairwise meta-analysis. However, this
may lead to the exclusion of trials that could pro-
vide indirect estimates of the treatment effect. This,
in turn, may preclude the estimation of a treatment
effect of interest or the exclusion of relevant infor-
mation. In addition, where there are more than two
treatments of interest, it can be hard to interpret the
results of pairwise meta-analysis. If a series of sepa-
rate pairwise comparisons are undertaken, it may
be difficult to estimate relative treatment effects and
associated uncertainty for all comparisons of interest
and the results of individual pairwise comparisons
may be contradictory.

Network meta-analysisis an extension of pairwise
meta-analysis that provides estimates of the relative
efficacy of two or more treatments that are derived
from a statistical analysis of data—typically a set
of randomized clinical trials that form a connected
network of comparisons. A network is described as
connected when all treatments are connected either
directly or indirectly by randomized clinical trial
comparisons to all other treatments. A network
meta-analysis is conducted by obtaining estimates
of average treatment effects for all observed compar-
isons included in the network that both conform to a
consistency constraint (8,,=9,.— 0,., where d,.and

O, are the estimates of the effects of treatment A and
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B compared to the common comparator treatment
C) for any given set of comparisons and best fit the

results of the observed trial comparisons."”

Consideration of uncertainty

It is tempting to assess the validity and usefulness of
a CEA based on an assessment of the quality of the
individual items of evidence used to derive param-
eter estimates for the analysis. If all of the items of
evidence are of high quality and judged to be unbi-
ased, then the parameter estimates used in the model
will be unbiased, and as a result the estimates of cost-
effectiveness should be unbiased and decisions based
on those estimates reliable.

However, the logical fallacy of “denying the
antecedent” is a real concern; if one or more of the
items of evidence is of “low” quality and the esti-
mates derived from them possibly biased, it is not
axiomatic that the final decision is unreliable. For
example, it is possible that the decision simply is not
sensitive to the uncertainty in particular parameters.
At an extreme, reliable decisions may be possible
even in the absence of any empirical data regarding
certain parameters if the decision does not change
when those parameters are varied across their cred-
ible range. It therefore is useful to work backward,
using methods of sensitivity analysis, to evaluate the
contribution of the uncertainty in individual param-
eters to the overall decision uncertainty. Sensitivity

analyses typically comprise a number of steps:

1. Based on the available sensitivity analyses, deter-
mine whether there is uncertainty in the decision
given the uncertainty in the parameter estimates.
The uncertainty of the decision can be evaluated
using either deterministic or probabilistic sensi-

tivity analysis.?

2. Determine whether the uncertainty is material. It

is possible to be highly uncertain about a decision

even if the consequences (in terms of opportu-
nity cost) of making the wrong decision may be
inconsequential. For example, one may be highly
uncertain about whether to take acetaminophen/
paracetamol or aspirin for a headache. However,
the potential cost of an incorrect decision, in
terms of wasted resource or missed opportuni-
ties to improve health outcomes, is limited. The
potential losses associated with decision uncer-
tainty can be evaluated by using deterministic
sensitivity analysis to assess the impact on incre-
mental costs and effects on the cost-effectiveness
plane.?! Alternatively, estimates of expected value
of perfect information can be derived from a

probabilistic sensitivity analysis.*?

3. Identify which parameters contribute the most
to decision uncertainty. Deterministic sensitiv-
ity analysis can be used to assess the impact of
varying individual parameter estimates on incre-
mental costs and effects. Alternatively, a proba-
bilistic sensitivity analysis can be used to derive
estimates of expected value of partial perfect
information: an estimate of the value of obtaining

perfect information on individual parameters.?

If decisionmakers are not able to make decisions con-
tingent on the collection of further evidence, they
will need to substitute their best judgments for key
parameters and make a recommendation based on
current evidence. They may be able to use the results
of existing deterministic sensitivity analyses to do
this, or they may need to conduct or request another
analysis. By contrast, if decisionmakers are able
to make contingent decisions, they need to decide
whether it is feasible to collect further evidence that
would reduce uncertainty. If it is feasible, they need
to decide whether to make their recommendations
contingent on the collection of this evidence.** If it
is not feasible, they will need to substitute their best

judgments regarding key parameters.



Figure 1 presents a flowchart illustrating the sen-

sitivity analysis process.

Discussion

A careful consideration of the available evidence
based on the concepts of bias, precision, and the rele-
vance of evidence is essential for all evaluations. Such
consideration is particularly important in the context
of evaluations set in LMICs given the likely limita-
tions in both the available data (particularly in the
local setting) and the resources available for research
and analysis. This may involve potential trade-offs
in precision and potential bias when selecting rel-
evant evidence. For example, there may be a choice
between basing an analysis on a very limited set of
local data with good external validity but limited
precision and internal validity, or on more extensive
“global” data that are more precise but may have less
external validity.

It is important that decisions regarding evidence
selection are considered in the context of their poten-
tial impact on the final analysis, rather than naively
applying simple heuristics such as hierarchies of evi-
dence. Sensitivity analyses provide information on
the impact of uncertainty in estimates derived from
individual items of evidence on the final decision.
The results of sensitivity analysis can inform deci-
sions around the selection of evidence, the potential
need to search for further evidence, and the interre-
lated decisions of whether to include a treatment in
the HBP based on current evidence and whether to

require or commission further research.

Conclusion

Decisions should be made from the best use of the
available data, without imposing unrealistic evidence

standards. This is a particular issue in evaluations set

RELIABLE SOURCES?

in LMICs where the availability of local “high-quality”
data may be limited. The following process might be
useful in assessing the evidence available for a CEA:

1. Group the items of evidence in an analysis
according to the type of parameters that they
inform, for example:

o Relative treatment effect

o Relationships between modeled variables
o Utilities

e Costs/Resource use

2. For each individual item of evidence consider:
o The geography the evidence relates to
o Internal validity
o External validity
o Likelihood that all relevant evidence has been
identified
o Feasibility of collecting further evidence
e Decision uncertainty resulting from parame-

ter estimates derived from the evidence item

This analysis then can be used to judge the reliability
of the individual evidence items and the reliability
of the analysis as a whole. Box 1 shows this scheme
applied to a published CEA regarding a medical inter-
vention to treat cardiovascular disease in Tanzania.
The analysis suggests that the interventions
assessed are potentially cost-effective. However, the
treatment effects and absolute probability of events are
estimated from data collected in Europe and North
America. It is uncertain whether these estimates are
directly applicable to a Tanzanian population. There-
fore, there is considerable uncertainty in the estimates
of incremental costs and effects. The feasibility and
costs of collecting further evidence regarding treat-
ment effects and absolute probability need to be con-
sidered when interpreting the results of this study.
This chapter has described the concepts that
underlie decisions regarding the identification and
selection of evidence. These decisions often require

trade-offs in choosing evidence that maximizes
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FIGURE 1. Suggested Process for Sensitivity Analysis

Yes
No

Abbreviations:

CE Plane = Cost-Effectiveness Plane

CEAC = Cost-Effectiveness Acceptability Curve
DSA = Deterministic Sensitivity Analysis

EVPI = Expected Value of Perfect Information
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Box 1. Case Study: Cost-Effectiveness Analysis of Medical Interventions
to Prevent Cardiovascular Disease in Tanzania

The case study is based on a CEA of medical interventions to prevent cardiovascular disease in Tan-
zania.? The aim of the analysis was the assessment of the potential cost-effectiveness of a number
of interventions for the primary prevention of cardiovascular disease in Tanzania. It included the
following interventions: acetylsalicylic acid, a diuretic drug (Hydrochlorothiazide), a beta-blocker
(Atenolol), a calcium channel blocker (Nifedepine), and a statin (Lovastatin). A Markov model was
developed to estimate clinical outcomes and costs under the different treatment scenarios. The
following model parameters were estimated:

1. Relative treatment effects. The relative treatment effects were estimated from a meta-analysis
of North American and European randomized controlled trials. These studies have high internal
validity but the external validity in a Tanzanian setting is uncertain. It is unclear whether all rel-
evant evidence has been identified; this should be checked. It is unclear whether further local
studies of sufficient size are feasible.

2. Relationships between modeled variables. The Framingham equations were used to predict
absolute probability of cardiac events and the variation of these rates with age. The Framing-
ham equations predicting risks were estimated based on a U.S. study. The estimates of diabe-
tes prevalence came from a Tanzanian study and estimates for other baseline characteristics
from the Framingham study. Overall, the estimates have good internal validity but the external
validity in this setting is uncertain. It is likely that all relevant evidence has been identified. It is
unlikely that further local studies of sufficient size and quality are feasible.

3. Utilities. Standard weights of disability-adjusted life-years (DALYs) were used. These estimates
have good internal and external validity. Itis likely that all relevant evidence has been identified.
Itis unlikely that further local studies of sufficient size and quality are feasible.

4. Resource use. International drug prices were adjusted according to a domestic margin. Health
facility costs came from a Tanzanian study. The drug price estimates should be subject to sen-
sitivity analysis. These estimates have good internal and external validity. It is likely that all
relevant evidence has been identified. Further local studies of sufficient size and quality may
be feasible.

a. Robberstad, Hemed, and Norheim (2007).

precision and minimizes bias given the resources
available for research and assessment. These trade-
offs will often be particularly sharply defined when
assessing the use of technologies in LMICs due to
evidence and resource limitations. It is important to
make decisions regarding the selection of evidence

in a pragmatic fashion, selecting the most relevant

evidence that will support the current decisionmak-
ing problem, rather than simply applying simple
generic heuristics of evidence selection. As John
Tukey put it: “Far better an approximate answer to
the right question, which is often vague, than an exact
answer to the wrong question, which can always be

made precise.”*
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At a glance: In resource- and data-constrained Malawi, policymakers marry technical methods with

human judgment to craft a realistic but fair health benefits package.

All Malawians have experienced the death or
undue suffering of loved ones from ill health,
knowing that their conditions could have been pre-
vented or treated with medications widely available
in other, wealthier parts of the world. By some mea-
sures Malawi is the poorest country on earth, with
2013 annual per capita income of US$226' and total
healthcare spending of only $38 per person annu-
ally.” Preventable ill health is one of the most obvious
manifestations of underlying poverty. However, in
determining health policy and allocating resources,

program managers and budget holders need to ensure

that their actions do more good than harm—and a
central aspect of this goal is addressing the perennial
economic problem of ensuring that the benefits of
healthcare spending exceed opportunity costs. Any
resources spent on one activity are subsequently
unavailable for other priorities, and so the challenge
facing Malawi is to do the best with its very limited
available resources.

Health benefits packages (HBP) offer the prom-
ise of supporting efficient resource allocation in ways

that are scientifically sound, transparent, and yet

open to ongoing scrutiny and revision. This book, the 247
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first of its kind, demonstrates to national policymak-
ers how effective policy environments can be built
around institutions that reflect social values. Further,
it offers a coherent theory and accompanying set of
methods, essentially based on cost-effectiveness
analysis, for how HBPs may be designed in ways that
are likely to achieve agreed social objectives. HBPs
have had central roles in the design of health systems
in the past and this is likely to, and should, continue
into the future. However, the experience of Malawi’s
HBP shows that even though HBPs can support efhi-
cient resource allocation, there are also risks asso-
ciated with their development and implementation
that may lead to a failure to live up to the promise.
This chapter outlines the history of the HBP in
Malawi and highlights three of these development
and implementation risks: (1) confusing the health
system goals of resource allocation and revenue gen-
eration; (2) focusing exclusively on direct invest-
ments in healthcare at the expense of enhancing
the conditions for successful delivery and receipt of
interventions (including health systems strengthen-
ing); and (3) overly relying on a direct interpretation
of technical analyses when sound judgment is also
necessary, especially when data quality is poor. By
highlighting how HBP design and use can go wrong,
itis hoped that in the future the promise of HBPs will
more likely be realized by carefully considering their

use in real and often complex healthcare systems.

History of the Health Benefits
Package in Malawi: Confusing
the Goals of Resource Allocation
and Revenue Generation

Malawi has had a health benefits package, known as
the Essential Health Package (EHP), since 2004.°
The initial EHP (2004-10) was introduced as a core
component of a new health Sector Wide Approach
(SWAp), in which government and development

partners explicitly agreed to work toward common
identified priorities. This included the pooling of
much of their funds into a common, single account.
The package was particularly aimed at reducing
child and maternal mortality and combating infec-
tious diseases such as HIV. The EHP’s limited scope
had some advantages; it focused efforts on activities
deemed to be priorities and, perhaps for the first time,
encouraged stakeholders to think carefully about
competing calls on resources.

The EHP was updated in 2011 for the next health
sector strategic plan (2011-16) with a notable fea-
ture being the expansion of health benefits to a larger
number of disease areas and interventions.* The
update was based upon two criteria: burden of dis-
ease and intervention cost-effectiveness, with burden
of disease representing an initial criterion to priori-
tize interventions before a more careful assessment
of their cost-effectiveness.® The expansion was moti-
vated by the recognition that the initial EHP had not
included interventions in many important disease
areas (such as mental health) and a sense that the
country could do more to meet the desperate health
needs of the population. However, the final package
was too large and could not be adequately funded
from available resources. The gap between the expec-
tations of the population and the realities of provi-
sion grew larger.

The unsettling truths are that the EHP has not
been fully funded since its introduction and that
the growth in costs has outstripped any increases in
resources. The initial 2004 package was estimated
to cost US$17.53 per person per year.® This cost far
exceeded the less than $5 per capita per year of gov-
ernment resources available for all health system
functions, including not only the direct delivery of
healthcare but also management and stewardship,
surveillance, and health systems strengthening.” The
cost of the EHP then escalated to $44.4 per person
per year, compared to only $14.5 per person per
year of available resources in 2011.* Moreover, it has



been shown that around 20 percent of district-level
expenditures have been on interventions that are not
included in the EHP.? The predictable result is that
large coverage gaps for even the most basic and low-
cost interventions remain. Although some services
are available in parts of the country, particularly
in major cities and other urban locations, in large
swathes of Malawi, particularly in poor rural areas,
not many interventions (except perhaps some HIV
services) are delivered at all.

The experiences of Malawi’s EHP have shown
that packages can encourage stakeholders to think
critically about competing claims on resources. How-
ever, much discipline is required to ensure that the
scope of a package remains feasible and can be imple-
mented at scale. There were pressures in Malawi to
pitch ambitious EHPs in the hope that gaps in per-
ceived need would lead to revenue generation by
encouraging international donors and Malawi’s
Ministry of Finance, Economic Planning and Devel-
opment to commit additional resources to the sector.
However, finances still remained inadequate, which
meant that some of the most cost-effective interven-
tions were underprovided and existing healthcare
inequalities were exacerbated. The analyses under-
pinning HBPs may show what could be achieved if
additional funding were to be made available, but if
stakeholders confuse efficient resource allocation
with the need for revenue generation, the conse-
quences can be severe and devastating.

The 2016 EHP revision was based on work by
the University of York'® and will be used in the next
health sector strategic plan (2017-22). It has been
motivated by recognition that the existing EHP is
dated and unaffordable, and that some of the meth-
ods used to develop it (such as use of the burden of
disease criterion) may not necessarily lead to efficient
resource allocation. The revision comes at a challeng-
ing time for the Malawian health sector, partly as a
result of the “Cashgate™ government financial man-

agement crisis, as well as changes in donor priorities.

MALAWI REVISES ITS BENEFITS PACKAGE

Ministry of Health and international development
partners no longer pool their resources in the health
SWAp. The sources of healthcare funding have there-
fore become more fragmented and coordination is
now weaker.

The methods developed in the revision are
intended to be compatible with Malawi’s more uncer-
tain and challenging healthcare environment. At their
core is a desire to better reflect resource constraints
(especially financial, but also nonfinancial) and reveal
the opportunity costs when resources are committed
to particular interventions or when the health system
is designed in ways that limit health attainment. The
2011 EHP used an arbitrary cut-off to determine
offering health
gains of less than $150 per disability-adjusted life-

cost-effectiveness: interventions
year (DALY) averted were deemed “cost-effective,”
although some interventions offering health gains
at less than this amount were excluded and others at
far higher than this amount were included."? For the
2016 revision, an empirically derived value of $60
per DALY averted was used based on the mean from
two papers that provided initial estimates of health
opportunity costs for low- and middle-income coun-
tries.”* Although all estimates are highly uncertain,
the revised package is now more feasible within the
available level of resources, and is likely to consume
around 50 percent to 70 percent of the annual health
budget. It is hoped that future resource allocation
decisions will be based on a truer reflection of the

level of resources available.

HBP Interventions, Incomplete
Implementation, and Health
Systems Strengthening

Another benefit of attempting to reflect opportunity
costs more accurately is that doing so can help stake-
holders compare the value of directly funding health-
care interventions to the value of other calls on the

249
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budget, in particular the pressure to enhance condi-
tions for successfully delivering healthcare (includ-
ing investments in health systems strengthening).

Ensuring that health interventions are success-
fully delivered and received is of particular con-
cern. Health systems strengthening is sometimes an
ambiguous term, but in a broad sense it can include
actions to address supply and demand constraints,
beyond the direct funding required for an interven-
tion, that limit an intervention’s delivery, receipt,
and/or use, and thus impede health improvement.
These diverse constraints include donor-imposed
funding silos (in which, for instance, committed
funds may be spent only on HIV services); limits in
key healthcare inputs, such as alack of trained health-
care personnel; restrictions imposed by preexisting
healthcare infrastructures, such as the balance of
community, primary, and secondary care; insuffi-
cient demand (caused, for example, by incomplete
patient knowledge of the benefits offered by an inter-
vention); and political and regulatory issues.* Con-
straints may act on single interventions or across a
number simultaneously.

Typically, HBP design has been concerned only
with the choice of healthcare interventions. As a
result, governments and healthcare providers may
have missed opportunities to improve population
health, such as by altering delivery models or other
elements of the healthcare system based on an assess-
ment of how healthcare delivery routes can affect
health improvement. When a HBP’s design problems
make the package likely to more than exhaust all avail-
able resources—as has been the case in Malawi—any
implementation and health systems interventions
that could improve health are also likely to be inap-
propriately designed and/or seriously underfunded.

The 2016 EHP revision made a particular effort
to develop an approach that could help stakehold-
ers determine which implementation and health
system interventions are likely to offer greatest

improvements in population health from within

available resources. Under this idea, the EHP offers
a framework within which such interventions can be
designed and evaluated using economic criteria. To
do so, the EHP must move beyond reporting cost-
effectiveness simply as the ratio of costs to outcomes
(such as cost per DALY averted) and toward a better
understanding of the magnitude of net health effects
(health gains less opportunity costs) resulting from
interventions across the whole population. Estimates
of the costs and effects (DALYs averted) of inter-
ventions are used together with national estimates
of attainable health service coverage given existing
constraints and the estimates of opportunity costs.
This information can then inform which interven-
tions are likely to be cost-effective in the Malawian
context at existing attainable delivery levels; how to
prioritize these interventions; and what, if any, value
can be gained through implementation and systems
strengthening to address additional supply and
demand constraints, whether these affect the whole
system or only particular interventions.

When the policy choices or spending commitments
of a government, donors, or other stakeholders impose
constraints on healthcare implementation and health
systems in general, HBPs can also be used to improve
system accountability. For instance, if donors commit
funding to particular interventions or healthcare
inputs (such as new diagnostic machinery or new clin-
ics) that are not shown to be of highest priority in the
EHP framework—especially if the donors have made
the provision of this funding conditional on matching
government funding—the health consequences of

such actions can be exposed and challenged.

The Limits of Analysis and the
Need for Judgment: Problems
of Poor Data Quality

Perhaps the major difficulties in developing the past
and upcoming EHPs have been overcoming the



critical lack of jurisdiction-specific data on the costs
and effects of interventions that could be considered
for implementation. Despite billions of dollars spent
on healthcare in low-income countries, the literature
on intervention cost-effectiveness remains worry-
ingly sparse. HBP design has to make the best use of
often relatively poor information with a high level of
uncertainty remaining over almost all estimates.

The 2011 EHP relied exclusively upon the 2006
Disease Control Priorities in Developing Countries
compendium,'® but many of the source studies on
cost-effectiveness came from an array of different
health systems. For the 2016 revision, past estimates
were deemed to be outdated and no longer reliable.
Instead, the Tufts Global Health Cost-Effectiveness
Registry'® was used as the main source, but this
approach ran into a number of problems when stake-
holders translated the study results to inform priori-
tization in Malawi. Specifically, estimates differed in
terms of the modeling methods applied; the discount
rates (if any) used; the ranges of costs and benefits
reported (such as whether these were annual or life-
time); the jurisdiction to which the estimate applied
(forinstance, some estimates given were for the World
Health Organization’s WHO-CHOICE regions, as
opposed to actual data from Malawi itself); and the
currency in which results were given. HBP devel-
opers had to make judgment calls as to whether to
accept estimates that were not Malawi-specific as
generalizable to Malawi, or to reject these estimates
and thus exclude evidence on the cost-effectiveness
of a particular intervention from the analysis. Where
multiple estimates from low- and middle-income
countries were available, those that were deemed
most generalizable to Malawi were used and appro-
priate adjustments had to be made so the result could
inform the Malawi EHP.

As the power and speed of computing continues
to increase, the bounds of modeling and technical
methods to directly determine HBPs start to appear
unlimited. If an objective function (typically “health

MALAWI REVISES ITS BENEFITS PACKAGE

improvement”) can be set and information on the
effects and constraints of delivering a full range of
interventions—perhaps differentiated by patient
subgroup, geographical location, or delivery combi-
nation—can be obtained (or assumed), some HBP
designers may feel that all that is required is to solve a
simple constrained optimization problem. In theory,
this may be the case, but the actual experience of
designing the 2016 EHP for Malawi shows that a gulf
remains between the technically possible and the
reality facing HBP designers in national programs.
Given the uncertainties over the reliability of all
estimates and their applicability to the Malawian
context, it obviously is necessary to deliberate over
evidence and make careful judgments when design-
ing a HBP. In this way, HBP design becomes the art
of the possible, not the science of the optimal. The
required judgments include both scientific judgments
on the use of evidence and numerous value judgments.
(Examples of the latter include whether “health”
really is the sole objective or whether, and the extent
to which, other non-health consequences such as
financial protection, effects in other sectors, or dis-
tributional concerns also should be considered when
determining the final package.) The role of an appro-
priate process in making such judgments is crucial.
A particular danger is that use of technical meth-
ods (modeling to seek optimal resource allocation)
risks coming into conflict with human appraisal of
evidence on cost-effectiveness and on other values.
The experience in Malawi indicates that HBP design
is clearly political—it is enabled by the institutions
that determine its role, and it may be subject to
adverse political influence—but it works best when
analysts who can remain independent are willing to
engage in dialogue with those who have the man-
date to make decisions. The advantages are two-way:
analysts can inform, support, and expose the values
and preferences of decisionmakers, and decision-
makers can highlight important concerns that may

not have been well reflected in methods and should
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be considered more carefully. It is this reality—that
objective methods and suitable processes for making
real decisions need to come together if HBPs are to
bring health gains to populations—that this book

captures so well.
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At a glance: By specifying appropriate, evidence-based indications—not just a list of medicines—this

country trims millions in wasted healthcare spending

Prioritizing the health services guaranteed by the
government is one challenge in implementing
universal health coverage (UHC). Some countries
with established UHC systems such as Australia,
England and Wales, and Thailand have made signifi-
cant investments in priority-setting institutions such
as, respectively, the Pharmaceutical Benefits Advi-
sory Committee (PBAC), the National Institute for
Health and Care Excellence (NICE), and the Health
Intervention and Technology Assessment Program
(HITAP).! However, there is insufficient literature

on the process by which countries with limited
resources and technical capacity assess a large
number of interventions to develop a health benefits
package (HBP). This chapter offers a novel approach
that could be instructive in resource-constrained set-
tings: rather than taking an incremental approach in
conducting health technology assessment (HTA) for
each technology separately, this approach provides
robust evidence by using systematic reviews, incor-
porating clinical expert judgment, and analyzing sec-

ondary data.
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Approach

This chapter sets out a real-world example of a lower-
middle-income country that is committed to UHC
and currently provides a generous HBP that includes
more than 25,000 interventions. The government
was keen to reform the HBP in order to rationalize its
investment in UHC. To that end, it asked HITAP, as
part of the International Decision Support Initiative
(iDSI), to collaborate on a pilot study. The study was
completed in four months by a small research team
that gathered robust, locally relevant evidence for 14
medicines. Given the sensitivities around the results
of the study, which the country’s decisionmakers
have taken on board, the authors cannot identify the
country or the staff involved. This chapter describes
the methods used in the study and its potential
policy impact.

Scope of Work

As this was a pilot study, a list of priority medicines
was identified for assessment based on their budget
burden to the country’s UHC program. In the pre-
liminary analysis of claims data, it emerged that the
top 20 medicines accounted for more than one-third
of the UHC program budget for medicines (39%).
This reflects a high concentration of budget spending
on very few items. Fourteen medicines were selected
for the study: albumin, amino acid, cilastatin/imi-
penem, ciprofloxacin, erlotinib, esomeprazol, factor
VIII, imatinib, meropenem, oxaliplatin, paclitaxel,
rituximab, sorafenib, and zoledronic acid.
Decisionmakers and stakeholders agreed that the
HBP revisions should look at not only the clinical evi-
dence on safety, efficacy, and effectiveness, but also
economic dimensions, such as cost-effectiveness. In
addition, the study incorporated tacit knowledge of
local clinical experts to ensure local relevance and

policy acceptance.

Process of developing the list of appropriate
indications for selected medicines

The study’s four steps are illustrated in figure 1. In
step 1, selected guidelines and literature from data-
bases were reviewed to determine the list of indica-
tions and to find supporting evidence for appropriate
use of the selected medicines. The list of medical
indications was developed based on how they were
assessed and presented in each study or guideline. It
is therefore possible that a particular medical indi-
cation was assessed in general terms (for instance,
chronic myeloid leukemia) as well as for a subgroup
of patients (for instance, accelerated phase of chronic
myeloid leukemia). The following guidelines were
consulted: 19th World Health Organization (WHO)
Model List of Essential Medicines, Thailand’s
National List of Essential Medicines (NLEM), local
guidelines issued by the national body, and other
guidelines developed by international professional
associations.

Systematic reviews and meta-analyses of clini-
cal studies, along with economic evaluations, were
selected for review in accordance with a protocol
developed for this purpose. A systematic review of
studies that were themselves systematic reviews
of clinical studies was preferred over a systematic
review of individual clinical studies for two reasons.
First, given the time and resource constraints, it was
considered a feasible approach that provided robust
results. Second, this second-order review of clinical
evidence offered more reliable information on the
appropriate use of the technologies, as systematic
reviews and meta-analyses take into account a larger
sample size compared to individual studies and
account for variations in practice across settings.’
MEDLINE and Cochrane Database were used to
conduct the systematic review.

Because conducting economic evaluations for
each medicine and its associated medical indication

can be time- and resource-consuming, this study



FIGURE 1. Review Process
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Process: Review of selected guidelines and systematic
reviews of systematic reviews and meta-analysis of clini-
cal studies and review of economic evidence

Outcome: List of medical indications with and with-
out clinical and economic evidence to support use of
medicines.

Process: Analysis of hospital data for matching patients
with and without known medical indications identified
from the review (Step 1)

Outcome: The percentage of patients with medical
indications where prescriptions of medicines deemed
appropriate or inappropriate based on the review.

|<-

Processes:

1. For cancer medicines, clinical expert consultation
meetings were conducted in order to review and
approve reviewed indications and identify additional
indications that were deemed inappropriate by the
review, but deemed appropriate by clinicians.

2. For other medicines, clinical expert review of ano-
nymized patient records with medical indications
(i.e., principal diagnosis, co-morbidity and complica-
tions) were conducted where prescription of medi-
cines/medical devices were deemed inappropriate by
the review in order to identify additional appropriate
indications apart from the review.

Outcomes:

1. List of additional medical indications for cancer
medicines.

2. List of additional medical indications and percentage
of patients with medical indications where prescrip-
tion of medicines was deemed inappropriate by the
review but deemed appropriate by clinicians.

Process: Analysis of medical indications not identified

by the review but recommended by clinical experts

Outcome: Policy recommendation: To fine-tune medical
indications to include in the HBP.

focused on reviewing economic evaluation evidence
available in the Center for Review and Dissemina-
tion, a database that includes all economic evalua-
tion studies published in MEDLINE from 1994 to
March 2015. Unlike clinical evidence that is gen-
eralizable across healthcare settings, economic evi-
dence relies heavily on context-specific factors such

as healthcare costs, availability of the intervention

options, and health preferences.® Thus a hierarchy
of economic evidence was developed with the first
priority given to studies conducted in the country,
followed by studies conducted in the same region,
other low- and middle-income countries, and stud-
ies conducted anywhere in the world, in that order.
If a study for a medicine and its associated indication
with a higher place in the hierarchy was identified,
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other studies were ignored. For studies conducted
outside the country, all monetary units reported
were adjusted to local currency using purchasing
power parity based on International Monetary Fund
(IMF) data. If the study was conducted before 2015,
the consumer price index (CPI) was used to adjust
for inflation, also using IMF data. Consequently, all
incremental cost-effectiveness ratios are reported in
2015 prices. The ceiling threshold of 1 gross domes-
tic product per capita per quality-adjusted life-years
(QALY) gained or disability-adjusted life-years
(DALY) averted was used to determine whether the
medicine for its associated indication was good value
for money.

Given the complexity of the evidence reviewed,

the presentation of results was simplified to be

accessible to people without a background in health
or economics, using a traffic light system (figure 2).
The medicines with indications that are assigned a
dark green color should be given the highest prior-
ity because they have been demonstrated to be safe,
efficacious/effective, and good value for money. Light
green medicines and indications are given second
priority since, although there is evidence supporting
theirsafety and clinical eflicacy/effectiveness, no eco-
nomic evidence has been identified to support their
use. The medicines and corresponding indications
with a yellow color are similar to those with a light
green color but with evidence suggesting that they
are not good value for money. The orange-colored
medicines and indications should not be included

in the HBP because no evidence of their clinical

ricure 2. Traffic Light System Presenting the Results of the Review

Clinical efficacy/
Safety effectiveness Cost effectiveness Color
v v v
v v Unknown
v/ Unknown, X X
v
: —

/= there is a supportive evidence

X = there is no supportive evidence
unknown = no data




benefits was found, and red-colored medicines and
indications may cause harm.

In step 2, hospital data were analyzed. The data
included patient-level information on a range of vari-
ables such as inpatient and outpatient visits in 2014
and the WHO ICD-10 codes on principal diagnosis,
co-morbidity, complications, and treatment, among
others. The analysis aimed to match indications of
patients who were prescribed any of the selected
medicines with known medical indications identified
in step 1. First, the number of patients for the known
medical indications for each medicine were recorded
and ranked. The top ten indications where prescrip-
tions were deemed appropriate by the review were
determined. Then, indications that were deemed
inappropriate based on the literature review were
listed for use in step 3.

In step 3, two approaches were used to incor-
porate the inputs of clinical experts on medical
indications identified during the review and obtain
additional medical indications that had been deemed
inappropriate during the review process, but might
be deemed appropriate by the clinicians. This pro-
cess allowed for applying local clinical judgment and
social values to identify appropriate medical indica-
tions to be used under the UHC program. For cancer
medicines, expert meetings were arranged to verify
the list of medical indications identified from step 1
and to examine the profiles of patients with medical
indications where prescriptions had been deemed
inappropriate based on the review in step 2. Experts
were then asked to endorse the list of medical indi-
cations for each medicine, including those medical
indications that had been deemed inappropriate by
the review but appropriate by the clinicians. The
meetings allowed the experts to deliberate and draw
conclusions on additional medical indications.

For other medicines, anonymized records of
patients who were prescribed the medicines for indi-
cations that were deemed inappropriate from step 2

were extracted from the hospital database described
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above and shared with clinical experts. The ano-
nymized patient records were distributed among
clinical experts based on their area of expertise.
Each clinical expert was asked to identify for each
of the patient records, using a standard template,
whether the prescription was justified for the given
indication. This step identified the proportion of
patients with medical indications where prescrip-
tion of medicines was deemed inappropriate based
on the review but appropriate by clinicians. This step
resulted in the list of indications and justification for
their appropriate use.

In step 4, the data for medical indications not iden-
tified in the literature review but recommended by
clinical experts for each medicine were analyzed. The
key outcome of this analysis was a list of medical indi-
cations for given medicines that should be reimbursed
under the UHC program based on the evidence in the

literature review and local expert opinion.

Estimation of potential economic
impact of recommendations

When data were available, three variables were used
to estimate the impact on the UHC program budget
of including the recommended indications for each
medicine: total annual expenditure under the UHC
program for each medicine, unit cost of each medi-
cine, and proportion of patients for a given indication
for each medicine derived from the hospital data-
base. First, the total UHC program expenditure per
medicine was divided by the unit cost per medicine
to determine the total number of patients for each
medicine in the country. Then, the total numbers of
patients for each medicine were distributed across
the associated indications based on the proportion
of patients for each indication obtained from the
hospital data. This distribution yielded the number
of patients and budget spent for each indication
for a given medicine. The patient and budget num-

bers were used to estimate the potential economic
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impact of adopting the recommendations from the

previous section.

Stakeholder consultations

Throughoutthe process, several stakeholder meetings
were held to ensure transparency and participation
of groups. At the first consultation meeting, partic-
ipants agreed on the guideline and literature review
protocol and solicited criteria for selection of med-
icines to be reviewed in the first phase. The second
consultation meeting presented preliminary results
from steps 1 and 2. At this meeting participants had
the opportunity to comment on and verify the find-

ings, and to fine-tune policy recommendations.

Findings

This section describes the results from the four steps
of developing medical indications for selected med-
icines and the estimates of the potential economic
impact of implementing the policy recommenda-
tions. Tables 1 through 6 show the list of medical
indications by medicine identified from the review
of guidelines and systematic reviews. The results
are presented using the traffic light system. Table 1
focuses on cancer medicines. There are systematic
reviews and meta-analyses for all 7 cancer medi-
cines in the review; a total of 47 medical indications
were assessed. While each cancer medicine has been
assessed for more than one indication, none of these
medicines fall in the dark green category for all the
indications for which evidence of their use was
assessed. This suggests that cancer medicines should
be prescribed carefully. Zoledronic acid is the only
reviewed cancer medicine that falls in the dark green
category for at least one indication, whereas imatinib
isnot marked as dark or light green for any indication.

Table 2 summarizes the review of indications

for three antibiotics, including meropenem, which

is regarded as a medicine reserved for treating seri-
ous illnesses caused by antimicrobial-resistant bac-
teria. In total, 27 medical indications were assessed
for these antibiotics; although the medicines were
assessed for several indications, none were found
suitable for all the indications for which they were
assessed. For example, ciprofloxacin was assessed
for 22 indications, whereas cilastatin/imipenem and
meropenem were assessed for only S and 7 indica-
tions, respectively, suggesting that ciprofloxacin is
a popular antibiotic. However, for 1S5 indications,
there was no evidence supporting clinical benefit in
the guidelines. Only meropenem was coded as dark
green for one indication (severe pneumonia).*

Table 3 presents results for albumin. It was
assessed for 11 medical indications but was found
to be safe and clinically effective in only 2 of these,
and there was no evidence on value for money (light
green). Albumin was not recommended by any of the
guidelines referred to in this review.

Table 4 shows the list of indications associated
with amino acid through the literature review and
guidelines. Although it was assessed for 26 indica-
tions, there is no evidence available on the clinical
benefit of using this medicine (orange) and none of
the indications were included in the guidelines.

Table S presents results for esomeprazole, which
was assessed for six indications. There is variation in
the evidence available for the different indications: it
was coded as dark green for maintenance therapy of
gastroesophageal reflux disease (GERD), light green
for erosive esophagitis and Helicobacter pylori infec-
tion, yellow for GERD as well as the initial therapy for
GERD patients with certain conditions, and red for
cardiovascular patients currently receiving antiplate-
let therapy. For the red case, a systematic review and
meta-analysis found that concomitant use of esome-
prazole and antiplatelet medicines was associated
with greater risk of adverse cardiovascular events.®

In Table 6, only hemophilia A was identified as a

medical indication for Factor VIII. The review showed
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taBLE 1. Cancer and Immunosuppressing Medicines

Cancers

Bronchus and lung cancer

® Non-small cell lung cancer b

® Advanced stage a,d

Chronic myeloid leukemia

= Chronic phase

= Accelerated phase S
a,c

= Blast crisis

Chronic graft-versus-host disease

Colorectal cancer

= StageII a
= Stage III

= Advanced/metastatic stage
(First-line treatment)

® Advanced/metastatic stage a
(Second-line treatment)

Esophageal cancer -

Gastrointestinal stromal tumor a

Multiple myeloma and plasma cell neoplasm

Oral and oropharyngeal cancer

Pancreatic cancer -

Pulmonary arterial hypertension

Thyroid carcinoma
= Metastatic stage

Thyroid-associated ophthalmopathy

Breast cancer

= Early stage a

= Metastatic stage a,d
® HER2 positive

B-cell non-Hodgkin’s lymphomas

= Diffuse large B-cell lymphoma a,c

= Follicular lymphoma a,c

® Double hit lymphoma

Leukemia

® Chroniclymphocytic leukemia a,c

Acute rejection in kidney transplantation

Nephrotic syndrome

Advanced or metastatic renal cancer

(continued)
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taeLE 1. Cancer and Immunosuppressing Medicines (continued)

Chronic immune thrombocytopenia

Myasthenia gravis

Systemic lupus erythematosus

Relapsing-remitting multiple sclerosis
HemophiliaA/B

Hepatocellular carcinoma

= Advanced stage

= Before liver transplantation

® Recurrence

Bone and Joint

Osteoporosis without pathological fracture

Bone problem due to bone metastatic cancer

= Breast cancer

= Renal cancer

= Prostate cancer

Hypercalcemia of malignancy

Rheumatoid arthritis

Others

Preventing risk of cardiovascular events

*depends on dosage.

a = 19th WHO Model List of Essential Medicines
b = International guidelines

¢ = Local guidelines

d = Thai NLEM
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TABLE 2. Antibiotics

Diseases of the digestive system

Crohn’s disease
" With perianal fistulas

Acute pouchitis

Diseases of the respiratory system

Pneumonia
= Hospital-acquired pneumonia (Nosocomial pneumonia/
Ventilator-associated pneumonia)
= Severe pneumonia
Acute exacerbations of chronic bronchitis
Stable non-cystic fibrosis bronchiectasis c
Acute bacterial sinusitis
Osteomyelitis

Diseases of the genitourinary system

Urinary tract infection

" Complicated urinary tract infection

" Uncomplicated urinary tract infections

Acute cystitis

Chronic bacterial prostatitis

Infectious and parasitic diseases

Hospital based infection

Severe infections

Typhoid and paratyphoid fever

Intra-abdominal infections

Dysentery

Uncomplicated gonorrhea
Cholera
Pseudomonas infection

a (children > 3
months)

Meningococcal infections (meningitis)

Brucellosis

Skin and soft tissue infections

Bacterial infection

Diseases of the blood and blood-forming organs

Febrile neutropenia
Venous leg ulcers

*Ciprofloxacin is listed in “a” without a specific indication. Ciprofloxacin is listed in “d” for indications used based on the opinion of clinical
experts in infectious diseases.

TMeropenemis listed in “c” for another 12 indications including bronchiectasis, community-acquired/hospital-acquired/ventilator-associated
pneumonia, empyema, sepsis, biliary infection, pyogenic liver abscess, infectious acute pancreatitis, bacterial peritonitis, and immunodeficiency.
Itis listed in “d” for indications used based on the opinion of clinical experts in infectious diseases.

a = 19th WHO Model List of Essential Medicines

b = International guidelines

¢ = Local guidelines

d = Thai NLEM
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TaBLE 3. Albumin TABLE 4. Amino Acid

Paracentesis in cirrhotic patients Stroke

= Cirrhotic patients without any Nontraumatic intracerebral hemorrhage

infection

Upper gastrointestinal bleeding in

= Cirrhotic patients with any infection patients with acute/chronic liver disease

Spontaneous bacterial peritonitis End-stage liver disease

Intradialytic hypotension in Cirrhosis or porto-systemic

hemodialysis patients encephalopathy

Acute respiratory distress syndrome Before and after liver transplantation

Low serum albumin in preterm Hepatic encephalopathy

newborn infants Upper gastrointestinal bleeding in

Severe sepsis and septic shock

Criticallyill

people with acute or chronic liver disease

Young infants with severe gastro-

Acutely ill hospitalized patients intestinal disease

Postoperative blood loss in cardio- Crohn’s disease

pulmonary bypass surgery Chronic kidney disease

Severe ovarian hyperstimulation Acute kidney injury

syndrome

a = 19th WHO Model List of Essential Medicines

b = International guidelines - -
¢ = Local guidelines Older people recovering from hip

d = Thai NLEM fracture

Chronic obstructive pulmonary disease

Building muscle mass in elderly people

Children with cancers undergoing
chemotherapy

Preterm infants

Neonatal jaundice

Inborn errors of metabolism

Neonatal growth

Lipid tolerance and ketogenesis; gain
weight for neonates

Prevention of necrotizing enterocolitis

Head injury
Criticallyill

Prevention and treatment of
pressure ulcers

Patient reciving bone marrow transplant

a = 19th WHO Model List of Essential Medicines
b = International guidelines

¢ = Local guidelines

d = Thai NLEM




TaBLE 5. Esomeprazole

Cardiovascular patients currently
receiving antiplatelet therapy

Erosive esophagitis

Gastroesophageal reflux disease
(GERD)

Initial therapy for GERD patients
with continued reflux symptoms and
failed the PASS test

Maintenance therapy

Helicobacter pylori infection

a = 19th WHO Model List of Essential Medicines
b = International guidelines

¢ = Local guidelines

d = Thai NLEM

that the use of Factor VIII for treating hemophilia A
with high-titer inhibitors was effective and good value
for money, whereas the use for prophylaxis was clini-
cally beneficial but not good value for money.

Figure 3 shows the proportion of patients who

were prescribed medicines for various indications in
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TaBLE 6. Factor VIIT*

Hemophilia A

® Hemophilia A with high-titer
inhibitors (ITI therapy compared
to rVIIa)

® Hemophilia A prophylaxis versus

treatment on-demand

*Factor Vlll is listed in “a” without a specified indication.
a = 19th WHO Model List of Essential Medicines

b = International guidelines

¢ = Local guidelines

d = Thai NLEM

terms of traffic lights for each medicine. Only a small
proportion of patients are diagnosed with medical
indications that are in dark green (8 percent across
three medicines) and light green (2 percent across
four medicines) categories. Meanwhile, a majority
of prescriptions for each medicine are largely outside
the identified indications, with 74 percent of patients
being prescribed medicines for other indications that
were not identified from the reviews (represented in

ricure 3. Matching Hospital Data with Review Findings

% Patients

100 7 M Other indications not
identified in review
80 - B With potential harm
60 - Without clinical benefit
Clinical benefit but not
40 good value for money
1 Without evidence on
20 - value for money
M With evidence of good
value for money
. & & ¥ AR
0 & e <° + SRS &S
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Medicines
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the gray category). Only two medicines, rituximab
and sorafenib, were not prescribed outside reviewed
medical indications, whereas in the case of cilastatin
more than 90 percent of the patients were prescribed
the medicine for indications outside the reviewed
indications. No medicine was prescribed for indi-
cations that are only dark or light green. Notably,
esomeprazole is administered to about 14 percent of
patients for an unsafe (red) indication.

Figure 4 shows the result of the clinical expert
review of medical records of patients whose prescrip-
tions had been deemed inappropriate according to
the review, including medical indications not iden-
tified from the review (gray category in figure 3).
The clinical experts confirmed, after reviewing prin-
cipal diagnosis, co-morbidity, and complications,
that a significant number of patients overutilize the
reviewed medicines. Overall, even though experts
found that 29 percent of prescriptions outside of
the identified indications from the review were jus-
tifiable, they confirmed that a majority of these pre-
scriptions (58%) were unjustifiable. For 13 percent
of medical records, clinical experts were not able to
determine whether the prescriptions were justifiable

or unjustifiable.

FiGURE 4. Results of Expert Review
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Figure 5 displays the potential saving from using
medicines for appropriate indications (except for
Factor VIII, for which no data were available). An
appropriate indication is defined as one that was
coded as either dark green and light green during the
literature review process, plus the additional indi-
cations found to be justifiable by expert review. The
blue-coded proportion shows the amount of expendi-
ture for each medicine thatis being currently spent on
appropriate medical indications. The yellow-coded
proportion shows the amount of expenditure, for
each medicine, on indications with evidence show-
ing clinical benefits but not good value for money in
the country. The brown-coded portions show expen-
diture, for each medicine, on medical indications
that have been deemed inappropriate through the
literature review and are considered unjustifiable by
clinical expert judgment. If the government specifies
appropriate medical indications for each medicine,
the UHC manager would be able to save US$231 mil-
lion annually or 78 percent of its annual budget on
these medicines. However, if decisionmakers decide
to support prescribing these medicines for indica-
tions that have proven clinical benefits but not good

value for money in the country—in other words, to
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FIGURE 5. Proportion of Spending on Appropriate vs. Inappropriate Indications
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include the yellow-coded medicines as well—the
potential saving would decrease to US$152 million,

or 51 percent of its annual medicine budget.

Discussion

The review found that only 22 percent of current
expenditures for these medicines were for appropri-
ate indications; the remainder were for inappropriate
indications. The proportion of appropriate indica-
tions varied substantially across these medicines.
The results suggest that the generous reimbursement
policy—namely, not specifying appropriate indi-
cations for these medicines—has had a significant
negative effect on the UHC budget. By removing
inappropriate indications, ones with no evidence of
clinical benefit and indications with poor value for
money, the UHC manager can free up a significant

portion of the budget for further investment.

M /nappropriate indications

Clinical benefits, but not
good value for money

M Appropriate indications

This study draws five key lessons. First, a well-
defined HBP can ensure that UHC resources are
invested in priority services. Second, paying provid-
ers based on a fee schedule canlead to overutilization
of health services, especially when the HBP does not
specify indications for each intervention. Third, iden-
tifying and addressing interventions that account
for a large proportion of UHC resources can lead
to significant gains for the health system. Fourth,
it is feasible to systematically conduct a document
review, analyze service utilization, and incorporate
expert input to develop a list of medical indications
for reimbursement in resource-constrained settings.
Finally, and most important, it is critical to specify
medical indications for each intervention that is to be
reimbursed in the HBP. These findings have already
informed policy change in the study’s subject coun-
try, ensured rational use of technologies, and helped
secure sustainable financing to expand UHC across

the country.
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The development of a HBP, of course, is a contin-
uous process and should not be viewed as a one-off
exercise. In this country, the ongoing work includes
expanding the list of interventions to be reviewed as
well as updating reviews of the interventions, given
that evidence is constantly being generated and
indications considered inappropriate today may be
deemed appropriate in the future (and vice versa).
Health systems in countries committed to UHC
should institutionalize priority-setting mechanisms
to develop the HBP, and should invest in infrastruc-
ture development to serve priority-setting activities.
One key component of a priority-setting mechanism
is a comprehensive health information system, espe-
cially one that includes hospital data, which should
be available from all hospitals with an acceptable
level of accuracy. This type of data can serve several
purposes, such as supporting provider payment sys-
tems, monitoring and evaluating appropriate access
to priority services, and supplementing other types of
research. As the data scale is massive, the data should
be digitalized to ensure their timely and effective use.

This study has some limitations. First, it covered
only interventions reimbursed by the UHC man-
ager. It focused on the interventions with the highest
budget impact and offered policy recommendations
to contain their costs. Although thisapproach appears
to have had a significant impact on mitigating waste-
ful investments, it neglects interventions for which
reimbursement claims have been rejected. Given
that UHC aims for financial protection and equi-
table access for essential healthcare, these rejected
claims (for which the burden of payment falls solely
on households) also should be addressed when devel-
oping a HBP. Unfortunately, the study country’s
UHC agency, like other UHC managers, has main-
tained records only for claims that have been paid
and has neglected claims that were rejected. This is
a lost opportunity for useful information for future

fine-tuning of a HBP. The study authors therefore

recommend that records of rejected claims be main-
tained in a usable format.

Second, the review of appropriate indications
of selected interventions focused only on a system-
atic review of literature and domestic and inter-
national clinical guidelines rather than individual
randomized-controlled trials. The use of systematic
review was justified by the fact that it offers more
reliable and established information, and better pre-
cision. The approved indications identified through
systematic reviews are likely to be acceptable by
healthcare professionals, not only in the study
country but also globally. Although the literature
review might have missed emerging indications not
yet included in any systematic reviews, the expert
reviews compensated for this weakness.

Finally, the economic evaluations used in this
study were mainly adopted from studies in other
settings. The use of purchasing power parity to trans-
fer economic evaluation results is not a standard
approach, but was developed for this study. The anal-
ysis relies on the key assumption that resource use for
given interventions is the same in the setting of the
study and in the country. This may not be the case
if the medicines and medical devices are offered by
different types of health facilities (comparing, for
instance, secondary and tertiary care levels). Never-
theless, thisadaptation was the best possible approach
given the limitations that the study faced, and the
study authors recommend that stakeholders con-
duct local economic evaluation studies for particular

interventions that are important to decisionmakers.
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Starting with the Essential Medicines List

How New Zealand’s PHARMAC Prioritizes
and Purchases Pharmaceutical Benefits

Thomas Wilkinson

At a glance: PHARMAC-an independent agency charged with managing pharmaceutical benefits

in New Zealand—links cost-effectiveness and budget impact analysis with commercial strategies to

achieve substantial savings to the health system and optimize access to treatments.

Ithough the shape of a health benefits package

(HBP) will be unique to a country’s needs, the
way that pharmaceutical benefits are managed as
part of the package will be critical for sustainability
and maintaining universal access. Many countries
have some form of Essential Medicines List or sched-
ule of medicines that are fully or partially funded for
particular indications or groups of people, and glob-
ally there are some excellent examples of accountable
and effective approaches to managing access. New

Zealand is one such example.

PHARMAC's Origins

A country of just 4.6 million people in the southwest
Pacific, New Zealand has maintained an independent

health technology assessment unit called the Phar-
maceutical Management Agency (PHARMAC) to
manage pharmaceutical benefits since 1993, and its
example is instructive to high- and low-income coun-
tries around the world.

The origins of PHARMAC date back to the 1980s,
when medicine prices were increasing at a faster rate
than most other government spending, threatening
to crowd out other healthcare funding. To address
this risk, PHARMAC was created and has the singu-
lar legislative objective “to secure for eligible people
in need of pharmaceuticals the best health outcomes
that are reasonably achievable and from within the
amount of funding provided.”

The structure of New Zealand’s healthcare sys-

tem devolves significant administrative and pur-



chasing functions to 20 local District Health Boards
around the country. PHARMAC operates by assum-
ing responsibility for a portion of each District
Health Board’s annual budget (typically 7-8 per-
cent), and using these pooled funds, determines what
medicines should be funded.

PHARMAC’s independence is important. It
reports to the Minister of Health but as an Indepen-
dent Crown Agent it is not within the health ministry
and has its own board of directors and chief execu-
tive officer. This structure has allowed PHARMAC
to operate with autonomy and to minimize political

or other stakeholder influence.

Controlling Expenditure

PHARMAChasseenremarkable successin controlling
expenditure on pharmaceuticals, while maintaining a

comprehensive schedule of pharmaceutical benefits.>
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As shown in figure 1, it achieved savings of US$2.8 bil-
lion in the first 20 years of its existence, maintaining an
annual average increase in pharmaceutical expenditure
at 3.5 percent while prescription volumes increased at

approximately 6 percent annually.?

End-to-End Health
Technology Assessment

PHARMAC is an “end-to end” health technology
assessment agency. It manages the identification of
new topics and opportunities for health improve-
ment and savings, conducts analytical assessment,
manages the decision, and drives implementation
through commercial procurement strategies and
schedule production. The Pharmaceutical Schedule is
a comprehensive list of medicines and rules that stip-
ulate funded medicines, specific brands, indications

and formulations, and the conditions under which

FiGuRE 1. Actual Impact of PHARMAC on New Zealand’s Predicted Drug Expenditure, 2005-16
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a medicine is funded. The schedule ensures that the
decisions made by PHARMAC become an enforce-
able and universally applied list of health benefits.

In a similar way to other health technology
assessment agencies globally, PHARMAC uses cost-
effectiveness analysis (CEA) to determine the effi-
ciency of medicines to inform its decisions. Given
its limited human resources, PHARMAC has intro-
duced a stepwise approach to the analytical complex-
ity of CEA. If a decision about adding a medicine to
the Pharmaceutical Schedule is relatively straightfor-
ward with limited clinical uncertainty and financial
risk, PHARMAC will do a rapid assessment, taking
one to two weeks. As uncertainty about relative clin-
ical benefit or potential budget impact increases,
PHARMAC will conduct more comprehensive and
detailed analysis, taking up to six months.

PHARMAC has achieved substantive savings
through commercial procurement strategies, com-
monly referred to as strategic purchasing. By adopt-
ing different strategies for generic and proprietary
medicines, one of the agency’s central aims is to intro-
duce competition to markets that previously were
not competitive. PHARMAC regularly runs a simple
multiproduct tender for the majority of generic med-
icines and frequently enters into value-based pricing

negotiations and risk-sharing arrangements.

Making Decisions

PHARMAC is a decisionmaking body. It regularly
makes decisions that have far-reaching effects on the
health and wellbeing of New Zealanders, and it often
attracts intense public pressure and media interest.
PHARMACs legislative remit means that it needs to
consider not just the benefits and risks of a medicine
under consideration but the wider implications of its
decisions—spending money on one medicine means
less money available for other medicines and healthcare.

PHARMAC uses a “Factors for Consideration”
framework to aid its decisionmaking process (see

figure 2).* The framework is a form of multicriteria
decision analysis, and contains four dimensions:
need, health benefits, costs and savings, and suitabil-
ity. Each dimension is then divided into sections for
the individual, the community and family (whanau),
and the collective New Zealand population and
health system. The framework helps PHARMAC to
make transparent, accountable, and consistent deci-
sions, but also to explain to the wider public how and

why it is making decisions.

The Pharmaceutical
Benefits Package

Determining the shape of a HBP will involve consid-
ering how eligible pharmaceuticals are decided and
communicated. New Zealand’s approach involves a
dedicated, independent agency with a singular remit
to achieve value for money from the available budget.
Its Pharmaceutical Schedule is an example of an
explicit positive list, and has enabled PHARMAC
to link cost-effectiveness and budget impact analy-
sis with commercial strategies to achieve substantial
savings to the health system and optimize access to
treatments. Although PHARMAC does make recom-
mendations in some instances on technologies such as
devices and diagnostics, PHARMAC does not pro-
duce standard treatment guidelines or directly deter-
mine access to specific services. New Zealand does not
have exhaustive lists or schedules that explicitly define
all the health benefits available to the population, as
eligibility for health benefits is determined through a
dynamic arrangement of local and national policies.

It is unlikely that an isolated approach to a phar-
maceutical benefits package development will be
appropriate for all countries attempting to move
toward universal health coverage. However, as a
first step, strengthening decisionmaking processes
and methods for pharmaceutical benefits will pro-
vide highly visible and measurable progress toward a

more comprehensive approach.
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ricure 2. PHARMAC's Factors for Consideration

Statutory Objective:
Does the proposal or
decision help PHARMAC to
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