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Preface

As an economist with experience working in the Venezuelan Ministry of Health (VMH),
and of course in my position as a Venezuelan citizen | have a great interest in health policy,
it’s design, and implementation. During 9 years in the planning department of this
institution | witnessed the implementation of new policies, like the strengthening of the
public Primary Health Care (PHC) network and in general a reinforcement of a National
Public Health System (NPHS) with the aim of ensuring access to health to a broader

population.

There are a wide range of policies which appear positive in terms of health improvement:
an expansion of the physical capacity; abolishing charging patients in public health (PH)
facilities; incorporating a new vaccine to the national immunization programme (NIP); and
even establishing agreements to treat patients from other countries free of charge. However
a reoccurring concern —probably due my academic background in Economical Sciences-
arises from a reduction of the annual public budget since 2009 due to a severe oil price
drop. Therefore the VMH needs to incorporate evidence-based decision making in its

processes.

For this reason this thesis to obtain my Master Degree in Public Health intends to be a
contribution on the use of health economics evaluation (HEE) to support policy makers’
decisions. It proposes a hand book on HEE, with a broad abridgement of major concepts
related to the topic. Then it narrows the perspective to vaccines evaluation as an example
of how to translate theory to practice; identifying information —input needs, stakeholders,

and processes, to actually carry on HEE.

| would like to express my sincere gratitude to Fundacion Gran Mariscal de Ayacucho
(Fundayacucho), a Venezuelan institution that supports my studies in the Hamburg
University of Applied Sciences, under its agreement with the German Academic Exchange
Service (DAAD).



Abstract

Background: Health expenditure has undoubtedly an upward trend. Scarcity of resources
and uncertainty will be always present, and under this scenario there is a real need to boost
health economic evaluation (HEE) within the Venezuela Ministry of Health (VMH) with
the aim to improve efficiency on resources allocation, and therefore in health. Objectives:
To develop a proposal of a handbook on HEE to be used by the Venezuelan Ministry of
Health. To analyse the feasibility of cost-effectiveness analysis applied to vaccines in the
context of the VMH. To present a summary of relevant health economic concepts to help
with a better understanding of the tool and in general of HEE within the VMH. Methods:
Pertinent literature was searched in electronic databases: PubMed, SciELO; also Google
search engine and Google Scholar were used to identify other possible sources of
information. Data related with the VMH was retrieved from its official website. The
Consolidated Health Economic Evaluation Reporting Standards (CHEERS) statement
checklist was considered to design the handbook proposal. Target — Scope: Public health
experts; head of projects, programmes and departments; as well as planning professionals
who act as a support for policy makers within the VMH. This handbook intends to provide
useful guidance to initiate HEE studies in the VMH, and also to aid comprehension of HEE

literature.

Results: Current theory and studies indicate that HEE cannot always be transfered from
country to country. Therefore a national effort is needed to generate valid evidence to
strengthen decision making processes. International standards to develop guidelines were
considered to develop this handbook. It is expected that after initial attempts to gain
experience in the field within the VMH, this document would be considered and put in

place.

Conclusions: Venezuela has meagre experience in HEE; however it could benefit from
international and especially regional know-how. This handbook could potentially support
the challenge of implementing HEE in the VMH. It is considered that implementing a
handbook on HEE applied to vaccines would be feasible. Limitations: The Venezuelan
health’s legal framework; defragmentation of the health sector; and a lack of professionals

with a health economics background, represent obstacles to implementing this handbook.

Key words: Cost-effectiveness analysis, Health economics, Health economics evaluation,

Health policy, Vaccines, and Venezuela.
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1. Introduction
1.1. Problem Definition

Going top-down from the international context to the national one, discussions about health
have always been a major topic. Perhaps two remarkable milestones are the Universal
Declaration of Human Rights which was established in 1948 and stated that ‘everyone has
the right to a standard of living adequate for the health and wellbeing of himself and of his
family, including food, clothing, housing and medical care and necessary social services.’
(1). Later in 1978, Alma-Ata Declaration signatories noted that "Health for All" would

contribute both to a better quality of life and also to global peace and security (2).

Consistent with those declarations the health sector in Venezuela has undergone significant
changes. The new Venezuelan Constitution (1999) sets new rights to health for the entire
population, especially low-income individuals; it also asserts that it is the duty of the state

to finance the system (3).

But recognising the relevance of health in modern society guides the discussion to a
different level - how to achieve the concept of ‘Health for All’? For the World Health
Organisation (WHO) the strategy is the access to Universal Health Coverage (UHC) (4),
and it is clear that among other perspectives considering economical aspects is

unavoidable.

In 2010 the WHO took into account the notorious gap in health access, and recognised in
its World Health Report (WHR) the need to develop a health financing system that would
allow its members to guarantee the health of the population being protected against
financial risk. Later its 2013 WHR was focused on research as the way to move the UHC
(5, 6) forward.

In the context of resources scarcity and rises in the cost of health something has to be done.
The international answer to tackle this matter has been the establishment of health
economic evaluation (HEE) as a requisite for health authorities, or health payers, when
assessing introduction of new projects, programmes, new technologies, equipments, or
drugs (7-10).

In the Venezuelan context progress in this direction has been slight. Despite the evidence
of vulnerability that PH funding faces from unexpected economical changes, such as



reducing the VMH budget during 2009 following the drop of oil prices (11) ,the institution
has not incorporated any formal criterion related to resources allocation additionally to the
legal requirements for all governmental agencies. Iglesias CP et al. 2005 noticed that there
is no HEE related to decision-making processes or planning routines in the institution,
either by a established criteria or regular use of HEE studies. They assess four different
aspects: resources allocation in general; provision of PH interventions; reimbursement of

new drugs; and inclusion of services in health insurance packages® (12).

However, it has to be highlighted that through ensuing Pan American Health Organization
(PAHO), and the Health Economics Andean Commission (CASE by its Spanish acronym)
agreements a HE unit has been introduced within the Planning Department. It’s first project
focuses on an ‘estimation of costs associated with maternal care, during antenatal care,
labour, and postpartum’ (13). Also four project drafts were developed following a HE
training during 2012 but it is not clear if they have been finished (14).

Considering these facts it seems that the introduction of a handbook on HEE would be an
initiative consistent with recent local experiences, and may also create a foundation to

adequately conduct research in this field.

1.2. Research question

Although different projects and programmes, and in general healthcare facilities under the
rule of the VMH, are in place providing all range of services (health promotion and
prevention strategies; screening; treatment; and rehabilitation) to the population®, during
the annual planning process | worked on there was a recurring debate point: Beside
political decisions is there any criterion in place to incorporate new projects or to allocate

additional funding?

From a personal perspective | considered that having an explicit benchmark would

contribute to an open and transparent planning process, and therefore achieve greater

% The Venezuelan PNHS do not have reimbursement of new drugs. Inclusion of services in health insurance
packages would refer to private insurance, nevertheless the situation is similar for services included by the
VVMH or other public institutions.

® Due to the socio political panorama it may be necessary to clarify that this research does not pretend to
assess services, not quality, neither its coverage.
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participation from all actors involved to improve the quality of projects and programmes,

but especially to increase efficiency in the institution.

How would this be achieved in the best possible way? In carrying out this research | hope
to determine how to establish an effective guidance tool; to decide what kind of
information would be needed; and moreover to assess the feasibility of performing HEE

for vaccines in the VMH.

Another important factor to clarify is whether or not HEE is actually incorporated into the
decision-making process in reality, and to identify key factors that may adversely affect
this goal. Because one would expect that the use of HEE by the VMH’s would

subsequently improve efficiency within the institution.

In order to design an effective handbook it would also be important to determine the best
way to structure and deliver the information, for which a review of the contextual situation

will be summarised.

1.3. Background

Without attempting to cover all economical aspects regarding health in order to
contextualise the develop of the handbook on HEE it is of utmost importance to present
some basic concepts and terms related with Health Economics (HE), especially considering
that some potential users of this research do not have necessarily knowledge on economical
sciences or HE. The information presented below covers what was considered to be more

relevant for HEE, and immunization policies due to the feasibility approach.

1.3.1. Some basics and concepts for understanding HE, HEE and the relevance of

economical appraisal on health

First of all it is necessary to define HE and HEE. HE is a sub-discipline of economy, which
in simple words means the scientific focus on study rational choices facing scarcity of
resources, thus HE could be described as the study of ‘rational choices’ in terms of the
scarcity of resources available to invest in health. HE studies among others aspects: health

spending form a macro perspective and its impact on development; resource (budget)
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allocation decisions; behaviour of actors (general population, healthcare providers, and
workers) to establish payment strategies or introduce policies for behavioural change; and
Health Technology Assessment (HTA) of which HEE is part.

HTA covers four different aspects: Safety, efficacy, quality, and cost-effectiveness (15).
The aim of HTA in a way is to answer the questions: Is the technology in question safe for
human beings? This is normally determined on clinical trials. Is it the technology effective
to address the issue for what is being developed? This means for example that a new drug
actually improves the specific conditions in question. Is it the technology produced for an
entity following certain standards? And finally, is the technology cost-effective? This last

question is address by HEE and will be covered next.

Under this discipline HEE defines the way of comparing different choices (health
interventions), considering its costs and health effects (8,16-18), and determining which
one is a better option. HEE could have different modes of analysis, cost-minimisation
analysis (CMA); cost-benefit-analysis (CBA); cost-utility analysis (CUA); and cost-
effectiveness analysis (CEA). They will be covered in section 3.1. HEE is among other
aspects based on the micro economical concept of marginal benefit or marginal cost, and

for its performance it integrates economic tools with epidemiologic and statistics ones.

To summarise in a simple way HEE could be understood as a tool to tackle a somewhat
basic issue: the increase on health expenditure and the discrepancy in services access
(19,20). The aim therefore would be to present evidence of the best possible choice from
the available alternatives with the focus of getting the best health outcome, to support

decision-making (17).

Before continuing it is important to emphasise that concepts covered next are those that are
considered to be necessary for understanding HEE; they will later help to conceptualise
particular characteristic of health. Important aspects regarding equity, transactions costs,

and asymmetric information will not be explained.

Scarcity: The concept of scarcity in this context is related to availability of resources. As
in any other situation resources in health are limited. There are a certain number of
healthcare workers, health facilities, health technologies, and in general a fixed budget to
allocate. On the other hand there could be some situations or problems to be addressed, and
because health is particularly essential, these situations may demand more than what the

12



current resources are able to cover, this is known as budget constraint (21). Therefore a

need to choose between options (health interventions for our concern) is present.

Opportunity Cost: In economic terms the opportunity costs of a certain good is defined by
what you give up in order to obtain it (21). Thinking about health, the opportunity cost of
implementing a scanning programme would be what we need to give up, if it was not
possible to have a health promotion campaign or introduce a new vaccine due to the

scarcity of resources. This cost should be considered when deciding resources allocation.

Benefit, marginal benefit, marginal cost, and maximisation: Economic theory
establishes that people perceive benefit from using or consuming goods, but this benefit is
lower when more is consumed (decreasing marginal benefit principle). Then the extra
benefit from an extra unit consumed represents its marginal benefit. At the same time itis a
necessary a trade-off, in order to consume a cost that has to be assumed; and again every

extra unit would have a marginal cost (21).

The theory indicates that one will consume something until the point when the marginal
benefit is equal to the marginal cost; then someone would ‘maximise’ his-her benefit. To
better picture this concept someone would for instance go to the cinema once, pay the
ticket, and spend what is necessary to do it. Whilst you keep attending the benefit of an
extra picture would be lower, but yet you still have to pay and spend the time. Someone
would do it until the point that attending one more picture would add less ‘pleasure’ than
the extra cost the action implies. This concept could be applied to ‘public health’

interventions, but probably it is less clear from a personal perspective.

Efficiency: At this point opportunity cost, budget constraint, and maximisation could be
seem as an interaction. A person would choose from alternatives and consume to maximise
his/her benefit, according to the budget constraint in place. In the same way a health
authority would choose from different health interventions, trying to get the higher benefit,
within a given budget (17). Under this circumstance it is possible to say that it has reached

an efficiency point.

Equity: In basic terms equity could be understand as a proper distribution of goods, in this
case health and healthcare. This could be seen from two perspectives, horizontal equity,
and vertical equity. Horizontal equity refers to an equal distribution between ‘equals’, in

terms of health same healthcare access for people with similar needs. On the other hand,
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vertical equity refers to a differentiated healthcare access for those with different needs.

Yet the point would be how to assess those situations (16).

Trade-off between efficiency and equity: In spite of being both, efficiency and equity
desirable, there is a trade-off between them. It is perceived that facing a given mix of
resources it would be necessary to give up efficiency to be more equitable, and vice versa.
For instance although allocating resources to implement a surgery programme in rural
areas would enhance equity; allocating the same resources in an urban area could be more

efficient, in terms of what outcomes we would get for the same budget.

Choices: From an economical point of view people continuously take decisions among
different alternatives available. There is a trade-off between resources and potential
benefits, and it is expected that those choices pursue maximisation of benefits, therefore
efficiency (21).

The concepts covered until this point are economical principles, those that define how
‘economics’ works. But those principles are not always present, especially for the health
sector (21). So, what is known as the market tends to fail regulating supply and demand of
health. The following points will give a better idea of why.

The relevance on all concepts commented above regarding health and healthcare are

clearly define by Gray el al. 2011

“The concepts of scarcity and choice will have resonance for anyone involved in
the planning and provision of health care: the available resources are never
sufficient to allow all available health interventions to be provided, and so choices
have to be made, which sometimes involve very difficult decisions.” (22) p.1

Other aspects specifically related with HEE will be covered in section 3 where results are
presented.

1.3.2. Why is the public intervention in health justified from an economical
perspective? Health, public goods and economical principles failures.

The previous section mentioned some of the basic principles of economics, but clearly not
all of them, or not all the times they are present when the analysis is focused on health.
And on top of that some health interventions could be characterised as public goods by

economic science.
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Public goods: In economics public goods are defined as those that fulfil two
characteristics, non-rivalry and non-excludability. Non-rivalry means that when someone
consumes this good, it does not affect someone else to access the same good. Non-
excludability means that when a good is provided to someone, it is not possible to avoid
someone else to enjoy the good; this situation causes a dilemma, no one would pay for the
costs of this good if everybody could access it, and consequently there would be no good.
This paradox is known as free-rider in the literature. A good health example would be an
awareness campaign of promotion of safe-sex practices for instance, also epidemiological

surveillance systems (17,21).

For these goods it is clear that the government needs to intervene, if not no private entity

would produce this good, because no one would pay for it.

Some principle failures: Beside public goods, some characteristics of health itself and
other factors such as externalities affect efficiency, and also HEE; justifying governmental

intervention at some grade”.

Personal choices that achieve maximisation of benefit from a private perspective could be
perceived negative from a PH point of view. For instance the so called modern-lifestyle
(lack of physical activity and less than favourable eating behaviour), or smoking and
alcohol consumption for instance would clearly affect health status; but it affects society as
well, via increasing morbidity-mortality rates, and also healthcare services demands. This
scenario could lead health authorities to intervene implementing awareness campaigns, or
introducing taxation for example (21). This is more obvious in countries like Canada, the
UK, and also Venezuela where the Health System (HS) is primary based on general

taxation; so health expenditure is a direct concern of health authorities.

Another important aspect to mention is the externalities. Some health interventions would
have positive effects on the general population when just a group accesses the intervention.
Immunization is a clear example, when a segment of the population is immunised against
certain disease, non-immunised people also would benefit by reducing the chance of
getting sick. Under this scenario it would be necessary to consider positive external effects

of the intervention when performing a HEE (16,17,21).

* Regardless of political view the government does clearly play a role in PH. The degree of intervention that
different people perceive as appropriate would naturally depend on his own point of view.
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Finally it would be worth to mention that health is especially relevant for the well- being, it
affects personal behaviour in terms of ‘economical choices’. As mentioned earlier there is
an assumption of decreasing marginal benefit, but in case of health this principle does not
always apply. Also when there is not a visual cost (price)® for the person who accesses the
service, it could be even more common that consumption behaviour does not follow
economical principles. This situation is notable in cases where people expect to prolong

life after a treatment, or relieve acute pain.

Those cases warrant governmental intervention, and this could be done by defining what
services are provided based on HEE.

1.3.3. Use of HE worldwide and in Latin America

HE has being mainly developed in industrialised countries and is less common among
Latin American (LA) ones (7,9,16,23). Probably the best known example is the United
Kingdom (UK) where there is a National Institute for health and Clinical Excellence
(NICE) which sets criteria for HEE to be used by the National Health Service (NHS).
Some of them have developed mandatory guidelines (e.g. Australia; Brazil; Canada;
Colombia; Mexico; the Netherlands; and the UK) with some of those guidelines released as
recommendations (e.g. Chile); and some others have experiences in performing studiess on
HE without formal guideline (for instance Argentina where is there is a Institute for
Clinical Effectiveness and Health Policy (23)). This matter will be mention again in section
2.1.

Probably a common characteristic of countries where HE and HEE is more common is
based on the fact that there are separate institutions for funding; policy-making; provision
of services, in addition to other actors such as manufacturers and of course users of

services.

® Price may not be perceived as a constrain in presence of a general taxation-based HS, or by being insured.
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1.3.4. The role of HE and HEE in the decision-making process

It has been mentioned that the aim of HE and HEE is to support policy makers by
providing them with understandable, transparent evidence to support their decisions. In fact

studies are often performed with this final objective.

To assess if evidence is really considered and impacts upon policy development some
studies use different approaches, either focusing on one country, or with a wider
perspective. With variable results it seems like at least in the United Kingdom (UK)

policymakers consider indeed evidence produced by HEE when taking their decision.

An evaluation of the UK NHS Health HTA programme shows that the two thirds of its
projects had an impact on policy design (24,25), although it should be expected because its
studies are prepared to be delivered to other NHS dependant bodies such as NICE. A
previous study from HTA showed some contrasts, while at a national level the NHS
incorporated HEE in its policy decision, on a local level cost implications and clinical
benefit were mainly the base of decisions. Nevertheless, it shows a integration of HEE into

policy action (26).

On the other hand a systematic review that considered 43 studies from the UK; Australia;
Canada; and the United States concluded that evidence of the use of HEE to support
decision-making was limited and irregular. However 30 studies found evidence indicating
that HEE impacted policy (27).

From this brief review it seems that evidence is not conclusive. Nevertheless when HEE is
performed by an agency related with the health authority it tends to be incorporated into

the decision-making process.

1.3.5. Transferability of HEE for LA

Due of the disparity in HEE expertise worldwide, it could seem productive to use evidence
produced by a different country but this may not be entirely possible. It may be tempting to
start by applying the findings of one research to another setting but this should not be done.
Basic inputs for such a study (demographic data; socioeconomic characteristics; burden of
diseases; or cultural behaviour) are expected to differ, making inconsistent any

generalisations of its findings (28).
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As regard of transferability of HEE from one Latin American country to another one,
understood as the potential of such HEE to adapted for a new setting according to
Drummond et al. 2009 -cited by (9), evidence indicates that beside major recent
improvements on HEE in the region some challenges are still present. In general HEE
methodology in LA has weaknesses related for instance with specification of decision
problems or standards of studies use by those HEE that in consequence restraint its

transferability.

Those findings are important to highlight taking into account that some stakeholders
(advocacy groups) could intend to make pressure to get a different treatment based on HEE
for a different setting. Alternatively policy makers could decide to implement a new

intervention based on evidence of a different country.

1.4. Objectives of the study

- To develop a proposal of handbook on health economic evaluation to be used by the
Venezuelan Ministry of Health.

- To analyse the feasibility of cost-effectiveness analysis applied to vaccines in the
context of the Venezuelan Ministry of Health.

- To present a summary of relevant health economic topics to support and help with a

better understanding of the discipline within the Venezuelan Ministry of Health.

1.5.  Study relevance and justification

As previously mentioned there have been some attempts to do some work in the field of
HE in the VMH, partially because of regional agreements between CASE and PAHO
members, and also due to the perceived budgetary constraints.

The country has established NPHS financed via general taxation as a model for the health
sector, focusing on Universal Health Coverage (UHC). According to the WHO, actions to
improve health financing are essential to improve UHC (5,6,29), consequently research
focusing on understanding -and later improving- the way resources are allocated in the

NPHS would represent a great contribution. This is the role of HEE, to help decision
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makers in the process of identifying interventions that would provide the best outcome-

health status for the investment (30).

This project could be helpful to orientate the introduction of academic-based health
policies to ensure a sustainable NPHS that could eventually support the development of
regulations that remain regardless of governmental changes.

For the specific case of HEE applied to vaccines it is important to mention a couple of

aspects.

First of all it is worthy to mention that the NIP is one of the best structured in the country,
it counts with regular budget allocation since 1997; the surveillance system is in place for
most communicable diseases; and well qualified personnel is dedicated exclusively to the

programme (31).

The country also participates in the PAHO’s Revolving Fund for Vaccine Procurement,
which helps to get access to vaccines with considerable savings. But despite the continuous
contact with PAHO, Venezuela has not joined its ProVac initiative, the regional WHO

programme focused on support evidence-based decision making related with vaccines (32).

Also it is necessary to highlight that there is not in place a formal National Immunization
Technical Advisory Group (NITAG). In fact is, beside Guyana, it is the only country in
South America where there is no NITAG (33); even thought literature indicates that well
established decision-processes are necessary to ensure transparency and reliability of

decision-making related with vaccines introduction (34).

Another factor to consider when deciding to perform the feasibility applied to vaccines was
the pressure that the author witnessed from patients advocacy-groups, and pharmaceutical

companies to introduce an specific vaccine to the NIP.

Those facts support the idea that a national action may be more effective in terms of
involving policymakers. Considering that it is expected to be a sufficient capacity to

perform such assessments applied to vaccines.

19



1.6. Target — Scope

The Handbook presented as a result of the Master Thesis research intends to be a useful
tool for public health experts, head of projects, programmes and departments; as well for
planning and managerial professional who act as a support for policy makers within the
VMH. It is a compilation of pertinent concepts and basic methodology aspects to create the
base of HEE in the setting.

We hope that users from academic institutions have access to this material, to use it and

eventually contribute to its improvements when need it.

The handbook also aims to lay the foundations for a more systematic, regulated, and
organised way to establish the use of HE techniques in Venezuela. Without question this
would be a first step from where more actors are expected to be involved and broaden the
scope of the handbook.

It is relevant as well to mention that this handbook is a first approximation of a formal
introduction of HEE in a systematic way. It does not pretend to be a fully comprehensive
tool to cover all aspects regarding HE or HEE; it neither intends to be a sufficient source of
information to train personnel. Other sources and references need to be reviewed to
understand all details of modelling and estimations. Without question this would be a first
step from where more actors are expected to be involved and the scope of the handbook

would be wider.
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2. Methods

In order to find pertinent literature a search was performed in electronic databases:
PubMed, SciELO. Also Google search engine and Google Scholar were used to identify
other possible sources of information, and to find organisations related with the topic.
Search terms such as: ‘health economics’, ‘health economics techniques’, ‘guideline’,
‘handbook’, ‘cost-effectiveness analysis’, ‘vaccines cost-effectiveness analysis’, ‘policy’,
‘public policy’, ‘public health’, ‘Latin America’, and ‘Venezuela’ (either by themselves or
combined, and with synonymous). The data searching conducted was not a systematic

review.

Because of the country of interest some papers and sources in Spanish were incorporated
and referenced accordingly. In addition published bibliography was reviewed, and

information related with the VMH was retrieved from its official website.

The objectives and layout of this research was discussed with former colleagues from the

VMH, who worked on the previous experiences.

The process to develop the handbook on HEE was conceived as an integration of three
different perspectives. First of all, it considered a review of relevant theory concerning HE,
and HEE; second, a review of existent guidelines, and recommendations for HEE; and
finally a special consideration about the setting for which the handbook is designed to

assess feasibility of such intervention.

It has to be clearly established that for this handbook there is a major relevance of
information from LA experiences, specifically for countries comprising the CASE —those
are: Bolivia, Chile, Colombia, Ecuador, Peru, and Venezuela. This is under the assumption
that those institutions may have regional similarities that require an equal strategy for data

collection, and would allow easy transferability of the methodological development.

2.1. Relevant aspects for developing a handbook on HEE

To face the challenge of developing a handbook on HEE it seems obvious to start by
reviewing experiences on the topic. The literature indicates that just four countries in the
LA region have an approved instrument regarding HHE under the figure of guideline

(9,10,23); namely Brazil, Colombia, Cuba and Mexico. On top of that Chile has recently
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released a document as a recommendation because it has still not been established as a
mandatory requirement (35). As it was mentioned in section 1.3.3, this is clearly a field
mainly developed in industrialised countries from Europe; Canada; United States of
America; Australia; New Zealand; and China (7,23).

But because of the differences in setting, aim, or the process of developing those guidelines
they may have differences with their structure and methodology; whereby it would be

necessary to scrutinise them to determine what is generally incorporated it.

Also, because of the increasing amount of literature regarding guidelines on HEE, authors
have performed assessments to compare their structure, develop different approaches to
evaluate the quality of the evaluations they contain, or simply compare different appraisal
instruments (7,30,36,37). All of them with the ultimate goal of improving HEE, guiding
research reporting, and moreover making life easier for the policy makers and decision-

making bodies with the process of assessing published researches.

Under this panorama it seems necessary to look at them to sustain the design of the
handbook on HEE for the VMH. As assessing those methodologies is not the main
objective of the present research they are considered as a model for the handbook

structuring.

2.1.1. A brief overview of some guideline development tools

The study of Hjelmgren et al. 2001 (7) compared guidelines available at the time using 15
items of observation derived from theoretical framework, in the form of qualitative
analysis focusing in the existent or not of those items. The study of Joshua et al. 2003 (30)
creates an quantitative instrument assigning value points to 16 item questioner that covers a

similar range of levels as the Hjelmgren et al. 2001 study.

Meanwhile Langer 2012 (36) focused her work on assessing other instruments designed to
evaluate HEE guidelines. A review of its methodology revealed that beside minor
differences it is quite similar to the ‘appraisal of guidelines for research and evaluation
instrument’ known by its acronym AGREE (38) —commented below. It contents seven

dimensions from which five are equivalent to those incorporated in by AGREE.
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Finally we comment on Husereau et al. 2013 (37) work, named ‘Consolidated Health
Economic Evaluation Reporting Standards (CHEERS) statement’, it presents a 24 item
checklist structured in six domains that could lead researchers to release their work in a
well-framed and understandable way. The CHEERS checklist also includes a brief

recommendation for each item, making it easy to follow and implement.

The CHEERS checklist is presented on Appendix 1 and would be used as a benchmark for
the layout of the handbook. The idea is to identify what aspects are recommended to be

reported along a HHE, and therefore it may be ideal to cover them in the handbook.

Beside contributions specifically focusing on guidelines on HEE, other methodologies for
general guidelines development and appraisal have been released. With respect to guideline
development, WHO handbook (39) presents a fully comprehensive process, including
recommendations regarding the need for a guideline, to its implementation and publication.
On the other hand, regarding guidelines evaluation, an exhaustive instrument was collected
as an international effort with the aim to tackle the existing heterogeneity present on
guidelines - the ‘appraisal of guidelines for research and evaluation instrument’ known by
its acronym AGREE (38). One of the best attributes for the AGREE instrument is that it
provides the user with a complete on-line access to training resources, templates to
download and print, and it is available in different languages, including Spanish, which
corresponds with the future implementation settings of the present research.

A common aspect of those documents is that they propose a checklist to easily perform a
guideline assessment. For this research this would be examined in a retrospective way in

order to contribute with design of the handbook.

Because of its free accessibility on-line, and being available in Spanish the AGREE tool
will be considered to guide the further discussion, and aid in the final development and

implementation of the present handbook.

2.1.2. Comparing LA guidelines

The primary scanning of information regarding HHE was focused on CASE member
countries, and therefore for the process of defining the handbook a comparison of the

regional available experience was considered necessary. From the five published
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guidelines on HEE just two of them are from CASE region, the one corresponding to
Brazil was been excluded for linguistic reasons, leaving Chile; Colombia; Cuba; and
Mexico (35,40-42).

To have an idea of the final four guidelines considered a brief synthesis is presented next,
and an overall comparison of them using a modified CHEERS checklist can be read below
in Error! Reference source not found.. The scoring of the checklist was performed

considering the explicit recommendations incorporated in each guideline for HEE reports.

Chile: The guideline on HEE is called Guia metodoldgica para la evaluacion econémica
de intervenciones de salud en Chile (35). It was released on March 2013 and prepared by
the Ministry of Health. It has the purpose of acting as a recommendation, and until its
publication there was not binding regulation in place. The guideline seems to be the result
of a long term process and incorporated previous research outcomes, some of them the
product of contracted consulting with third party actors —mainly academic institutions.
These facts support what was stated in this thesis handbook. Guidelines on HHE

development in our case hand book, tend to be a medium term action.

Colombia: The guideline name is Manual para la elaboracion de evaluaciones
econdmicas en salud (40), released in 2014 by the Instituto de Evaluacion Tecnoldgica en
Salud, which is the Colombian institute for health technology assessment created in 2012
with the clear aim of contributing to the sector providing evidence-based information. The
publishing body is integrated in the health authority, and other research, scientific, and
academic agencies. The institute considers reviewing the guideline annually to ensure its
continued applicability. The document incorporates the CHEERS check list as criteria to
proceed with HEE.

Cuba: The Guia metodoldgica para la evaluacién econémica en salud (41) from Cuba
was officially published in 2003, its development started as part of a project financed by
the European Union and it was lead by the MH of the country. Different institutions

participated in the process and international consulting was considered.

Mexico: The new edition guideline from Mexico was released on February 2015 by a
Governmental agency that gathers all public institutions related with health, and healthcare.
It is called Guia para la Conduccion de Estudios de Evaluacion Econdmica para la
Actualizacion del Cuadro Basico y Catalogo de Insumos del Sector Salud en México (42).
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Table 1: Scoring of selected HHE guidelines according to the CHEERS checklist

Section/item ItemNo Chile Colombia Cuba Mexico Total

Title and abstract

Title 1 X X X X 4
Abstract 2 X X X 3
Introduction
Background and objectives 3 X X 2
Methods
Target population and subgroups 4 X X X 3
Setting and location 5 X 1
Study perspective 6 X X X X 4
Comparators 7 X X X X 4
Time horizon 8 X X X X 4
Discount rate 9 X X X X 4
Choice of health outcomes 10 X X X X 4
Measurement of effectiveness 1la X X X X 4
11b X X X X 4
Measurement and valuation of preference 12 X X X 3
based outcome
Estimating resources and costs 13a X X X 3
13b 0
Currency, price date, and conversion 14 X 1
Choice of model 15 X X X X 4
Assumptions 16 X X X 3
Analytical methods 17 X X 2
Results
Study parameters 18 X 4
Incremental costs and outcomes 19 X 4
Characterising uncertainty 20a X 4
20b X 1
Characterising heterogeneity 21 X 1
Discussion
Study f!ndlr_lgs, limitations, 29 X X X X 4
generalisability, and current knowledge
Other
Source of funding 23 X X 2
Conflicts of interest 24 X X X
Total 27 22 22 16 20

Source: Checklist adapted from Huserau et al. 2013 (37) to asses guidelines. Items selected are
highlighted.
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The guideline presents the legal framework for its implementation being mandatory in
Mexico, a HEE to justify financing of new technologies. One particular attribute is that it

contains a section on the transferability of 