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Abstract

} =

This Guidance for Priority Setting in Health Care (GPS-Halinitiated by the Worlg
Health Organization, offers a comprehensive map of equityieriteat are relevant to health
care priority setting and should be considered in addition to costieffieess analysis. The
guidance, in the form of a checklist, is especially targetedeatsion makers who det
priorities at national and sub-national levels, and those who inteipd#hds from costt
effectiveness analysis. It is also targeted at researcbedsicting cost-effectiveness analysis
to improve reporting of their results in the light of these other criteria.

The guidance was develop through a series of expert consultatiomgaeatd involved
three steps: i) methods and normative concepts were identified haosigstematic review;
i) the review findings were critically assessed in theegk consultation meetings which
resulted in a draft checklist of normative criteria; ifiptchecklist was validated though|an
extensive hearing process with input from a range of relevant stakeholders.

The GPS-Health incorporates criteria related to the diseas#ervention targets (severity|of
disease, capacity to benefit, and past health loss); characserid social groups an
intervention targets (socioeconomic status, area of living, gender;atnnicity, religion an
sexual orientation); and non-health consequences of an interventioncidinprotection
economic productivity, and care for others).
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Introduction

Priority setting of health interventions should seek to achievehhsgdtem goals, broadly
defined as maximization of health, reduction of inequities in heaithfinancial protection
against the costs of ill health [1]. Present methods for prisgtiing are poorly adapted to
address the full range of health system objectives. The mppmoach to establishing health
priority setting, cost-effectiveness analysis, addressestlalfirst objective of maximising
health [2-11]. How governments and other responsible authorities balandh hea
maximization with equity and financial protection has far-reachinglications for what
health priorities are agreed and pursued [12]. Three is therefgemtuneed for a more
explicit recognition of these additional concerns.

The present Guidance for Priority Setting in Health Care (B8€&th) offers a checklist of
equity criteria that are relevant to health care prioritirggtand are not adequately
considered by cost-effectiveness analysis. Decision-makers sharefidilly consider these
criteria alongside results of cost-effectiveness analyglesn making decisions on the
funding of one intervention and the refusal to fund another.



Process of guidance development

GPS-Health was develop through a series of expert consultatiagimgseand involved three
steps: i) Methods and equity considerations were identified througgtensatic review [13].
This review concluded that several viable techniques to integmaity concerns within CEA
now exist, ranging from descriptive approaches to quantitative methadsobstacles at the
normative level have impeded their use in decision making to datemdifiglicity of
concepts and values discussed under the rubric of equity, and the kackicely accepted
normative source on which to ground controversial value choices. Cd#ioh of equity
concepts and attention to procedural fairness may strengthen ubkesef techniques in
decision-making. ii) The expert group — with representatives ffaminternational Society
on Priorities in Health Care, WHO, the National Institute foaltheand Clinical Excellence
(UK), decision makers from low- and middle income countries, ahitigls and health
economists from various academic institutions — met to validaterefimte the list of
proposed normative criteria. iii) The draft document was presetwotetie International
Society on Priority Setting in Health and other interested ktdéter to improve the
recommendations. Input from this hearing process was used in theréiision of the
document.

Target groups and proposed use

The guidance is especially targeted at decision makers wipoicéties at national and sub-
national levels and who interpret findings from cost-effectivenealysis. It is intended to
be used as a practical checklist that helps them to make syréabe considered all the
main issues of equity that are not captured by cost-effectivanadgsis. It is also targeted at
researchers conducting cost-effectiveness analysis to impnooeing of their results in the
light of these other criteria. Clinicians, and others who want ticjpate in informed public
debate, may also benefit from this guidance.

The guidance is particularly useful if evidence exists on theeftectiveness for a wide
range of health interventions, and important choices need to be madsobnintervention
to fund, and for whom. WHO’s CHOICE project has produced a largdase of the cost-
effectiveness of intervention, which could be one possible starting fasirgtssessing the
range or depth of services to be provided [14]. The Disease Cdtrimlties Project is
another source containing relevant cost-effectiveness evidence AltBpugh special
attention is given to low- and middle-income countries, this guidasicelevant in all
settings [16].

Principles for priority setting

Priority setting in health is inevitable in all countries aroundabdd. The choices a country
makes will always positively or negatively affect some peapléhe population it serves.
Decision makers are therefore accountable to justify theiridasiso all those affected and
demonstrate that they are aligned with the country’s social vatoeserning health

maximization, health distribution, and financial protection.

Cost effectiveness analysis identifies how resources should beatall across health
interventions so as to maximize health benefits within a given hudgetelative to a



threshold level of societal willingness to pay [17]. Concerns abouistigbution of health
stem from the idea that every person in society should have ehtaice to live a long and
healthy life [18]. This principle can be further expressed ingesfivertical equity (requiring
the unequal treatment of relevantly unequal cases and pertainicigatacteristics of the
disease an intervention targets) and horizontal equity (requigug &reatment of relevantly
equal cases and pertaining to characteristics of social graupgeavention targets) [19-21].
The use of either cost-effectiveness analysis or equitysiadbr priority setting may lead to
different policy recommendations. The key difference is that dhmdr is only concerned
about the absolute size of health gains, whereas the latter isrethedout how these health
gains are distributed among members of the population. This maylsaiking differences
in e.g. provision of health interventions for HIV/AIDS control, in whbst-effectiveness
analysis recommends a strategy of universal test and esalynent as an efficient way to
reduce the epidemic [22], and equity analysis would suggest prioritizing treaifseverely
ill people, mobile treatment services in rural service or food subsidies to poor [2}jple

In addition, health interventions also have important consequences obtsideaith sector,
and these may also determine whether certain interventions shoutshdideced priorities.
Most importantly, countries may wish to implement interventions phavide financial
protection to their populations, in order to reduce poverty associatbdillvhealth or
catastrophic health expenditures.

Criteria for priority setting

The GPS-Health distinguishes three groups of criteria pertpito i) the disease an
intervention targets; ii) the characteristics of the socialigran intervention targets; and iii)
non-health consequences (Table 1). Below we present rationalesnfdearation of these
criteria in the prioritisation of health interventions, in additiorcdst-effectiveness analysis.
Several other criteria were also considered, but excluded from the chésgdigtppendix).



Table 1 Priority-setting criteria to be considered in conjunction with cost-effectiveness
results
Group 1: disease and intervention criteria

Criteria Question

Severity Have you considered whether the intervention hasiapvalue because of the
severity of the health condition (present and fitugalth gap) that the intervention
targets?

Realization of potential Have you considered wheethe intervention has more value than the effezet s

alone suggests on the grounds that it does thepbsstble for a patient group for
whom restoration to full health is not possible?

Past health loss Have you considered whether thevémtion has special value because it targets a
group that has suffered significant past health (esg. chronic disability)?

Group 2: criteria related to characteristics of so@l groups

Criteria Question

Socioeconomic status Have you considered whether the intervention hasiapvalue because it can redi
disparities in health associated with unfair indijea in wealth, income or level of
education?

Area of living Have you considered whether the intervention hasiapvalue because it can redi
disparities in health associated with area of §@n

Gender Have you considered whether the intervention willuce disparities in health
associated with gender?

Race, ethnicity, religion and sexual orientation vélgou considered whether the intervention mayrdsprtionally affect groups

characterized by race, ethnicity, religion, anduséxrientation?
Group 3: criteria related to protection against thefinancial and social effects of ill health

Criteria Question

Economic productivity Have you considered whetherintervention has special value because it erdsanc
welfare to the individual and society by protectthg target population’s
productivity?

Care for others Have you considered whether tlevantion has special value because it enhances
welfare by protecting the target population’s apild take care of others?

Catastrophic health expenditures Have you congidetesther the intervention has special value becausduces

catastrophic health expenditures for the targetifadion?

Group 1: disease-related criteria

For equity reasons, decision-makers may want to attach speaial teainterventions that
target severe health conditions, people with a low capacity to benefith large past health
losses.

Severity of health condition

Numerous studies of public preferences show that people put a highorainterventions
for particularly severe health conditions, even when they are cotivetydess effective
than other alternatives [7,24,25]. Many ethical theories also defeidy additional weight
to health benefits distributed to those who are worse off in terriseaseverity of disease
[26-29]. Severe health conditions can refer to a) present health $tafutire health status,
or ¢) future health gap compared with a reference standard atthydife expectancy.
Interventions for such severe conditions are often cost-effebtivenot always (see Example
1).

Example 1: Severity of disease and infliximab for fistulising Crohn’s diesealdK:

In a recent recommendation from NICE on treatment with inflixifealdistulising Crohn’s
disease, the incremental cost-effectiveness ratio comparé¢antbasd care was found to be
€30,300 per QALY gained, which is around, or somewhat higher, than the recommended
threshold of approximatel§30 000 per QALY gained.(REF 54) In the overall assessment,
treatment with infliximab was nevertheless recommended fiulii;ig Crohn’s because the
severity of the condition was considered so high that it justifiecadjnstment of the



threshold typically set: “Although this ICER was considered to datively high, the
Committee considered the severity of the disease and notethénatwere few treatment
options available to these patients. The Committee therefore ceddiuat a planned course
of treatment with infliximab for people with fistulising diseasmild be cost effective if the
definition of severe disease was met.” [30].

This example shows that severity of disease sometimes carebeas an independent
criterion for adjusting judgments based on cost-effectiveness @tlyer examples of
particularly severe health conditions include under-five deaths fmofections and
malnutrition, maternal deaths, severe maternal complications, cledmzophrenia, severe
bipolar depression, suicide in young age, traffic accidents, HIV, @Bjaal cancer in young
age, or severe congenital disorders.

Realization of potential

From the principle of health maximisation follows that priostyould be given to people
who benefit most from treatment. However, capacity to benefibishe only consideration
because one may value realization of potentials and wish to offer dwuaces to people
with different potentials. Many ethicists argue that persorth wass treatable health
conditions should have just as much of a fair chance to benefit froth lcea¢ [31,32]. For

example, if two potential organ transplant recipients have a pdtemteenefit that differs,

everything else alike, health maximization requires that tmsopewith highest expected
benefit should have the organ [33]. By contrast, many argue that eggitiyes that each be
given as much of a fair chance as others (for example througighteek lottery) to realize

their potential. This egalitarian “fair chances” argument has stupptre general public and
among societal decision makers in several jurisdictions [31,32].

Past health loss

Concern for past health loss, for example due to chronic disatsligycriterion hitherto less
discussed in the literature on priority setting. It derivesussifjcation from a concern for
equal lifetime health: all persons should have a fair chance ta limeg and healthy life due
to the intrinsic importance of health and its instrumental valienabling fulfilment of life
plans [34].

Group 2: criteria related to characteristics of so@l groups

Equity in health related to characteristic of social groups has tefined as “the absence of
systematic disparities in health between social groups who héaeedt levels of underlying
social advantage or disadvantage” [35]. Targeting health interventiatisfavoured groups
may be viewed as appropriate when these compensate for undddgiogs such as the
social determinants of health [3], even when they are not costieéeln resource-limited
settings, social group factors can be particularly relevargrmst of socio-economic status,
area of residence, and gender.

Socioeconomic status

People with lower socioeconomic status (SES) should have a facechalive a full healthy
life. Health inequalities related to SES may be unfair whewn #ne the result of an unjust



distribution of the socially controllable factors affecting popalathealth [5]. These factors
may include social determinants of health, traditional public headthsures, and personal
medical services. Health interventions to reduce these healhailitees, e.g. food subsidies
for people living with HIV/AIDS, hold therefore special value and deseadditional priority
(see Example 2) [5,36-39]. However, decision makers should also notmtdraentions
outside the health sector may represent a more effective way to regditedisparities, such
as improving female education (where relevant) or implementifegtefe regulatory or
fiscal measures. Thus, disparities in health associated with ntth-tleeerminants of health
could have far-reaching implications for judgments about resourceat@iocoutside the
health sector.

Example 2: Correcting for socio-economic inequality in Sweden:

Swedish politicians responsible for health care in the county deynck 449) were asked in
a survey about their opinions on trade-offs between interventions thahixex health vs.
interventions that are less efficient but eliminate social iakips. The scenario assumed
that myocardial infarction mortality rate was 50% higheroagiblue-collar workers than
among white collar workers, and that the most cost-effective intervengoth@t saved most
lives) did not reduce the inequality. The Swedish politicians rejected to onlynieexhealth,
and expressed their willingness to sacrifice 15 of 100 preventablsdto reduce social
inequalities [40]. The example illustrates the concept of opportungy that is key to all
thinking about fair and efficient distribution. The opportunity cost of dtinéaervention is
the value of health forgone if resources are spent elsewhegepaliticians were explicitly
thinking about how many extra people would die in order to help a disadedngagup.
Distribution of health benefits between socioeconomic groups maitdesision makers and
in this case decision makers rejected allocation stricthordoty to cost-effectiveness
rankings.

Area of residence

Inequalities in health associated with area of residence tee s¢en as unacceptable and
geographic equity is an often-stated goal in national health policy docurRentse living in
different areas should all have a fair chance to live aahdl healthy life, and this may mean
that priority should be given to interventions that target those dreealization of clinics
for HIV treatment is one example where this criterion isvaht [41]. Because the provision
of health care in rural areas, with few people or long travéhrlies, can be considerably
more costly than in urban areas, achieving geographic equityimyay relative loss in
overall population health gain [42].

Gender

In its most general form, men and women should have a fair chaligce #ofull and healthy
life. Since women tend to have a longer life expectancy than memovbert health status
over their lifetime, it is not possible to provide general guidamntevhether interventions
targeting men or women should be considered a priority. Since theferare of unfair

treatment for women in nearly all countries, however, a speciakctoe gender-related
disparities should be considered. This concern is especially refevamfproductive health
services and interventions against domestic violence against wometsdotr road traffic

injuries among young males and tobacco control for men.



Race, ethnicity, religion, and sexual orientation

All people, independent of race, ethnicity, religion or sexual orientashould have a fair
chance to live a full and healthy life. This criterion is maialyon-discriminatory clause,
referring to instances in which interventions may be lessteféeor more costly in certain
ethnic groups; prevention of cardiovascular disease among the Maphenane example.
Decision makers should take this into account, and give special \@lugetventions

targeting those groups.

Group 3: criteria related to protection against thefinancial and social effects
of ill health

This third set of criteria refers to the financial and soprakection that some interventions
offer [43]. Because of these non-health consequences, these interventibepduihl value,
and decision makers may sometimes want to prioritize them evtreyf are not cost-
effective.

Economic productivity

Some health interventions may hold special value as they inceeas@mic productivity
more than other interventions, thereby creating additional non-healtareveiains for all
through the tax system or other transfer mechanisms [44,45]. Othets that the
productivity argument discriminates against the non-productive [46]. Sihees is
disagreement about these concerns, they are inconsistently intedpdrdo cost-
effectiveness analysis. As a minimum, decision-makers should eftesther productivity
gains are taken into account, and whether this is not discriminafyagnst the non-
productive.

Care for others

Some health interventions hold special value because they target ipethygl@ge where they
typically take care of others, e.g. children or elderly. Inet@s with an extended family
structure and less reliance on the state to provide welfaghifdren or the elderly, welfare
for others is widely accepted and relevant to consider.

Catastrophic health expenditures

Households may be pushed into poverty or forced into deeper poverty bethigteout-of-
pocket expenditures for health care [1,47]. Protection against catasthagatith expenditures
can reduce poverty and improve overall welfare in society [48]isidp@emakers could give
priority to public financing of such high-costs interventions, e, g, throsgbsidised
provision or insurance coverage (see Example 3) [49]. In high-income esuwnith fair
financing of health services, this criterion is typically givdtle weight because insurance
coverage is often broad and interventions rarely impose large owe&etpexpenditures
[50]. In middle-income countries (and even in some high-income counitiés)pften the
case that treatment for many serious illnesses is not coegsdin these countries. This
criterion is therefore relevant and should always be considered.

Example 3: Dialysis to prevent catastrophic health expenditures in Thailand:



In 2007 Thailand included peritoneal- and hemo-dialysis for patieitls amd-stage renal
disease in their tax-based universal health insurance scheme.n@ienental cost-
effectiveness ratio (ICER) of initial treatment with peritain@ialysis was in 2007 estimated
to be US$52,000 per quality-adjusted life-year (QALY) gained compaitbdpadliative care
[51], and was by many interpreted as not cost-effective. Fingm@#dction was repeatedly
used in the policy debate to nevertheless including dialysis inethiéh insurance scheme: if
dialysis for end-stage renal disease would not be covered, it wopddécatastrophic health
expenditures on patients and thereby push them and their families into poverty.

This example shows that financial protection matters to decisaiens and the public, even
for cost-ineffective interventions. However, full coverage for alhe universal plan would

protect against catastrophic expenditures, but it might also displEwices that do much
more good. The example shows that the trade-off between maxinhigaith and financial

protection will produce winners and losers, and it is not clearthi®thealth loss from

replacing other services that are more cost-effective amdsfavell enough justified by

financial protection of a few.

Conclusion

The GPS-Health does not provide a formula or blueprint for equitablatyrsatting of
health interventions but should serve as input to priority setting gsesg52]. Decision-
makers should consider the checklist in conjunction with cost-effeetbseanalysis, and
carefully consider the criteria they find relevant to their health syated political context.

Since efficiency, equity and financial protection are consideratthat sometimes conflict
with each other, decision makers need to weigh them againsoectand make trade-offs.
It should be recognized that, in a resource-constrained system, guolitipnal weight to

something or someone implies that something or someone else witidasThe inclusion of
equity concerns must therefore always take opportunity costs into consideration.

Use of this guidance is compatible with the use of more quiweit@pproaches, for example
multi criteria decision analysis, to consider equity in evaluatioihdealth interventions
through explicit weighing [11,23,53,54]. Another example is the use of Emtaadjuity or
distributive weights, which can incorporate special priority to thestvoff [13,55]. A third
example is a proposal in UK to quantify the value of distributiam@lact for value based
assessments of health technologies [56]. Methods are also beingpaevéd incorporate
concern for poverty and financial risk protection in extended cost-effectivenégsiaf&0].

Yet, there may always be disagreement about the importance tefiacnivhen setting
priorities between health interventions. For this reason, ethi@asts stressed the importance
of fair processes, which allow key stakeholders to agree on whegitimate and fair. Key
elements of a fair process involves transparency about the graundscisions; appeals to
rationales that all can accept as relevant to meetinghheeéds fairly; and procedures for
revising decisions in light of challenges to them. Togethersethelements assure
“accountability for reasonableness.” [52]. The GPS-Health shouldfoherde seen as
integral to such legitimate processes.

The GPS-Health feeds into the international debate about satie judgements [40] and
the use of different criteria for priority setting in healtre; in two ways. First, the present



guidance can be considered as complementary to published inventwriesapping of all
possibly relevant criteria [11,55] as it is based on intense datilberprocesses between
experts on the relevance of these criteria and ultimatelyeosuos building [11,51]. Second,
many countries around the world mention equity-related criteribgim policy frameworks
on the reimbursement of health interventions, but these are somdtihefned and not
operationalized [57]. This may be one reason why value judgenoéimés than health
maximization are not routinely used in important coverage idesisThe GPS-Health aims
to overcome this barrier by offering a ready-to-use cheddislecision-makers. This may
help them to make the right decisions on the funding of one imtgoneand the refusal to
fund another.
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Appendix: criteria excluded from the checklist

Life threatening conditions is a sub-category of severity and is often a key concern in public
debate about priority setting decisions. For example, cancer withstagis may be life
threatening, and interventions that save or extend life for peogteswith conditions may
therefore be assigned very high priority by some. But thredifedocannot be the sole
condition of priority. Sometimes interventions with marginal benefitd extremely high
costs should not be prioritized. The underlying concern is betteuredpby the severity
criterion combined with effectiveness considerations.

Age

This guidance does not propose age as an independent criterion. The tombineriteria
will indirectly imply some priority to the young. Cost-effectimss analysis will typically,
but not always, favour interventions targeting younger age groupraodactivity criterion
also indirectly assigns less value to health gained in old agerityeand past health loss
may often, but not always, favour the young. The more general panttipt all persons
should have a fair chance to live a long and healthy life withast cases favour the young,
but the justification is not age itself, but who the worst affiarterms of lifetime health. The
expert group did not consider whether health gains for the very ydddshave different
marginal weights than for adults [44,58,59].

Individual responsibility for health

In some instances, potential beneficiaries have an existint loealdition clearly associated
with past choices or a known risky behaviour with a clear assotiatith future health
problems. It could be reasonable to considered whether the interventidower value
because individuals bears some responsibility and has ability tdopaieir own care.
Whether governments should also hold individuals responsible for choicedfdtathealth
and risk is a controversial question. Health conditions are gendralyo a combination of
background factors, luck and behaviour, and it is therefore unacceptablend patients to
differential health care access or financial conditions, unlessréspects their own values
and preferences [31,60-64].

Rarity of health condition

Rare conditions, i.e. those with a very low prevalence (<5 caseD@#0), pose a special
challenge for priority setting. Rarity is in itself not etly relevant. However, rare
conditions are often particularly costly to treat because pratkwtlopment costs can only
be spread over relative few patients, and interventions may dherbé cost-ineffective.



Evidence may also be weak because a small patient population mdKésuit to conduct
high quality randomized clinical trials. To some extent the cosblem and the
documentation problem are balanced by the fact that the valueeaiménts for rare
conditions is in many cases augmented by other equity concerts,asuconcerns for
severity and concerns for realization of potentials/fair chandesvever, this balancing
occurs in far from all rare diseases. To ensure equal accassatment for patients with rare
diseases it is therefore sometimes argued that there shoaldigeer willingness to pay for
treatments for rare conditions than for treatments in gerEnal problem is that this would
give an advantage to patients with rare diseases relativetismtpawith more common
diseases who are costly to treat for other reasons thay waltivgether the group did not
agree on how rare diseases should be dealt with, but a majoritydwlaakeluded from the
main list of equity criteria on the grounds that rarity is not a value per se.
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