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Abstract

Background: Although pharmacoeconomic studies constitute a valuable tool for better managing drug
consumption, the conditions under which such studies would be performed in Latin American countries
have not been explored.

Objectives: The aim of this paper is to evaluate the potential advantages of and pitfalls in doing phar-
macoeconomic research in Latin America and to propose avenues to facilitate the development of this
field in the region.

Methods: The Canadian guidelines for the economic evaluation of pharmaceuticals served as a struc-
tured framework to assess, both prospectively and retrospectively, the conditions under which the
pharmacoeconomic component of a clinical trial held in Mexico and Brazil would be and actually was
conducted.

Results: The conditions under which pharmacoeconomic evaluations are conducted must be improved
if studies are to contribute to the better management of scarce resources across the entire health care
system.

Conclusions: The creation of a public funding agency, the reappraisal of administrative data as a
management tool in both the public and the private sectors, and the establishment of national guidelines
should be considered within the framework of reforms aimed at allowing healthcare systems to meet
their objectives of efficiency and equity.
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Under the impetus of structural adjustment programs, the healthcare sector in most Latin
American countries is undergoing dramatic changes that affect the conceptual basis of
service delivery (7). One characteristic of the new foundations on which healthcare organi-
zation is being erected is the emphasis placed on sound management of scarce resources.
Concentrating in the hands of a few decision makers the responsibility of determining
what the system should provide and how funds should be allocated has become the cor-
nerstone of the new paradigm underpinning the transformation of these healthcare systems
(10;12).

In this shifting landscape, one of the most daunting challenges facing healthcare
managers in both the public and private sectors is keeping drug expenditures under con-
trol. Medication already constitutes a major strain on health budgets and continues to
grow faster than any other single item of care. More and more, difficult and critical de-
cisions have to be made as to which drugs should be made available and under what
conditions (9).

Pharmacoeconomic (PE) studies aim to provide the two bits of information required to
reach rational and therefore justifiable decisions regarding the provision of drugs: their cost
(investment) and their expected benefits. These studies have become essential analytical
tools for healthcare managers.

The field of pharmacoeconomics has withessed tremendous change over the past
decade. Most importantly, it has attained a fairly advanced level of formality and stan-
dardization. Highly instrumental guidelines have been laid down to provide investigators
with useful tools and approaches for conducting PE studies (2). Moreover, economic eval-
uation training has become readily accessible nearly everywhere in the world (8).

This notwithstanding, very few PE studies have been performed to date in Latin
America, and no literature exists regarding the factors and conditions that could have an
impact on how such studies are conducted in the region. Consequently, anyone wishing
to carry out a PE study in Latin America must do so without the benefit of specific data
indispensable for planning purposes and for predicting how the endeavor might contribute
to improve management in the healthcare sector. At a more macrolevel, planners lack infor-
mation necessary to reconsider the administrative data structure with a view to promoting
a more rational management of resources. Finally, pharmaceutical companies interested in
conducting clinical trials in developing countries—an emerging trend in the pharmaceu-
tical sector (6)—are devoid of information on the expected returns of investing in such
ventures.

The aim of this paper is to evaluate the potential advantages of and “pitfalls” in doing
PE research in Latin America and to propose avenues to facilitate the development of this
field in the region. It is based on the experience gained from a multicenter clinical trial with
a secondary economic component that took place in Mexico and Brazil.

METHODS

The Canadian guidelines regarding PE research (4) were used as a structured framework
to evaluate, prospectively and retrospectively, the conditions under which an economic
evaluation of pharmaceuticals was to and actually did take place in Mexico and Brazil. As
the Canadian document is one of the very few of its kind, it has become a widely consulted
reference in many countries. The specificity of each guideline with respect to the particular
context of Mexico and Brazil was first assessed conceptually as a tool to prepare the PE
component of the multicenter trial, which was funded and directed by a pharmaceutical
company. The guidelines were then compared against the empirical evidence obtained
during the implementation of the economic arm of the trial. The consensus of all the
investigators was sought on each guideline.
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RESULTS

Conceptual and empirical considerations regarding the PE study in question are presented in
Table 1. Each guideline was evaluated in turn. Cells were left blank if there was no apparent
discrepancy between a guideline and the situation prevailing in the two countries.

No major differences emerged between the two Latin American countries. In both
cases, patients were covered by a combination of systems: private and public in Brazil, and
private and social security in Mexico. The choice of participating hospitals where patients
were identified was essentially a matter of practicality and convenience driven by the desire
to constitute a sample with statistical power as rapidly as possible.

No discrepancy between conceptual consideration and empirical findings was noted.
A blank cell in the empirical column essentially indicates that the situation was not relevant
to the study.

Nevertheless, PE studies conducted in the two countries risk presenting a series of
limitations. These could have a direct impact on a study’s potential to meet the basic
objective of contributing to improve management of the healthcare system as a whole.

The first and perhaps most serious limitation stems from the difficulty of drawing a
representative sample of the population. The limited means of communication with certain
subgroups, particularly the poorest people and those living in rural areas, may impede their
enrollment in studies. Moreover, as financial resources may derive mainly from the private
sector, the less economically rewarding groups of the population, at least according to the
funding agency, risk being excluded.

A second major limitation arises from the poor quality and accessibility of data. The
estimation of service utilization and unit prices may be biased by an empirical imperative—
the need to access whatever data, provided they are usable—instead of being driven
by an overriding concern with providing useful information to the key interested
stakeholders.

As aresult, the external validity of the PE study conducted in Brazil and Mexico cannot
be ascertained with any confidence. We have reason to question whether the conditions
necessary for PE results to contribute toward better management, particularly of the public
system (the one most in need of improving its efficiency), were met.

Moreover, certain methodologic approaches may not be very pertinent. The use of utility
scores based on a nonrepresentative population is hardly acceptable. Contingent valuation
in countries marked by severe economic inequity even runs counter to the fundamental
objective of promoting equity in care provision.

DISCUSSION

Conceptual and empirical considerations raised a number of interesting questions regarding
the feasibility of conducting proper PE evaluations in Latin American countries. Difficulties
emerged or loomed that should provide food for thought on how to integrate regional
specificities in the design and conduct of PE studies.

A first major concern relates to the difficulty in promoting studies with a fairly accept-
able external validity. Several factors converge to undermine the extrapolation of results,
even to settings within the same insurance system. The healthcare systems in Latin America
are, generally speaking, highly fragmented. They present numerous and very diverse cov-
erage plans that are not accessible to everyone. No information exists that would make
it possible to determine which institution or coverage plan is most representative. Patient
samples may not be sufficiently representative. There is a risk of seeing certain groups
excluded from studies, particularly those that live in rural areas and that might present very
particular epidemiologic and consumption profiles.
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Moreover, the lack of public funding for PE studies may limit financial sources to com-
mercial groups such as the pharmaceutical industry. Because of their natural and overriding
economic objectives, pharmaceutical companies may have little concern for the informa-
tion needs of sectors outside their main market targets. Consequently, the results obtained
may not apply to sectors, especially the public sector, where efficiency is in sore need of
improvement.

Voices have also been raised in the industrialized countries (1;3) over the fact that the
pharmaceutical industry is the major source of PE funding and that this may place its short-
term profit motives above broader population concerns. The risk of this happening is even
greater in the rest of the world. The public sector there might be inclined to consider the
only data available, although they may be ill suited to its own needs. As a result, decisions
regarding the allocation of scarce resources would be made on the basis of information
shaped by purely economic interests, thereby depriving of needed funding those domains
that are neglected by the commercial system and that fall within the public purview. These
include poverty-stricken groups of the population and less economically rewarding fields of
intervention, such as health prevention and promotion (5). By relying on privately funded
studies, the public sector is at risk of deviating, albeit unwittingly, from its fundamental
mission.

Moreover, records are often not suitable for evaluation purposes. When accessible and
of acceptable quality, administrative data often cannot serve to measure service utilization or
to place unit prices on different items consumed. As the quality of the data varies across sites,
there is the risk that only those where the needed information appears most manageable
will be selected for PE purposes. This would introduce a selection bias that could have
considerable repercussions on the scope of a study and the generalizability of its results.

Another major concern is the scarcity of investigators trained locally to perform eco-
nomic evaluations. Universities and public agencies have little experience in the matter.
Conducting an economic study under such conditions is time- and resource-consuming.
Moreover, this shortage of investigators is likely to rob the public sector of experienced
professionals drawn to greener pastures where, however, the right to publish their results
may be circumscribed.

One last major concern relates to whether the type of PE information that theoreti-
cally would be most relevant to planners can actually be produced. The validity of some
approaches may be difficult to establish. For example, in countries where limited means
of communication represent a real barrier to constituting a representative sample of the
general population, tables of preference scores may not be practicable. Moreover, certain
approaches are ethically questionable in very inequitable countries. This is obviously the
case for contingent valuation, which would dwarf the contribution of the neediest segments
of the population who, incidentally, might not be able to place a monetary value on an
intervention.

These difficulties raise certain questions about the current feasibility of conducting PE
evaluations in Latin American countries. Above all, they draw attention to the necessity
of promoting certain realizable changes in order to better prepare the terrain for economic
studies.

Aninteresting and rather obvious measure would be to set up an attractive, independent,
and publicly owned agency to promote PE studies and disseminate their results. This would
provide investigators with the necessary conditions to work more independently with a view
toward providing information of interest to the entire healthcare sector.

Another useful step would be to reconsider the type of administrative, financial, and
operational data systematically collected in order to make them more suitable for research
purposes. Efforts should be made to render them accessible to investigators. Efforts should
also be made to produce unit price tables that have some meaning (i.e., that incorporate
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different perspectives while being more representative of the situation prevailing in the
healthcare sector) for those who have to make crucial decisions regarding what should be
offered in the healthcare sector.

Painting a broad picture of the diversity of prices is definitely challenging, but its
expected benefits are invaluable. It would not only help but also promote the undertaking
of PE studies. Decisions in the healthcare sector would become more rational. Efficiency
would be increased, which would free valuable resources to meet more of the important
needs of the population.

Finally, specific economic evaluation guidelines relevant to local conditions should be
developed. The focus on certain approaches, such as cost-benefit analysis and cost-utility
analysis, or on setting the most appropriate discount rate raises concern about the risks of
using guidelines established in highly industrialized countries to ascertain the quality of a
study performed elsewhere.

The production of national guidelines would certainly give impetus to the advancement
of the PE field. These would also benefit the highly industrialized countries by providing
fresh fodder for epistemologic rumination. Rationality should be promoted in different
healthcare systems for the good of not only the Latin American population, but also the
populations living in countries where guidelines have helped planners enormously to better
manage health care.

POLICY IMPLICATIONS

The development of an independent and publicly funded agency of economic evaluation
should be considered in order to establish economic guidelines specific to the context
prevailing in each country and foster conditions conducive to the conduct of economic
studies and the dissemination of results.

The architecture and accessibility of existing administrative data in the private, public,
and semi-public systems should be reconsidered in order to promote economic evaluation
as a tool for a more efficient and equitable provision of care in Latin America.
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