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FUNDING AND REIMBURSEMENT OF HEALTH
CARE SERVICES IN SERBIA

During the past few decades, health care decision mak-
ers have become aware of rapidly increasing health care ex-
penditures in most northern hemisphere economies. Na-
tional drug agencies worldwide, headed by the developed
pharmaceuticals market, have accepted economic health
assessments, acquired through clinical trials, as necessary
evidence for marketing new drug approvals.

The health system in Serbia is financed by one core fund,
which consists primarily of compulsory medical insurance
taxes on the employed population. Most inpatient care,
which accounts for more than half of the expenditures, is
provided by a contract between the Republic Health Insur-
ance Institute and clinical facilities (1). According to purely
economic criteria, most of the institutions responsible for
providing public sector services in southeastern European
middle-income economies show more than modest per-
formance. The limited availability of reimbursement for
various treatment options requires pharmacoeconomic
evidence for decision making. The national Health Insur-
ance Fund has created two boards for this purpose. The
first board is the Central Experts Committee on Medicines,
and the second board is the Pharmacoeconomics Commit-
tee. These boards decide on the inclusion of specific drugs

in the positive reimbursement list based on evidence from
foreign pharmacoeconomic assessments, mostly Cochrane
reviews and NICE reports. The conclusions of these sys-
tematic reviews and meta-analyses of the comparative cost
effectiveness of medicines are developed within the com-
plex hierarchy of the United Kingdom’s NHS. Unfortunate-
ly, these conclusions are usually not directly transferable to
the clinical setting of the western Balkans. ICER’s must be
recalculated, and many equations must be adjusted. The
main argument in favour of these adjustments is the sub-
stantially cheaper labour force, which is sufficient to move
the assessment significantly in one direction. Another ar-
gument is the “willingness to pay” threshold. Its current
value is assessed at €14,500 in Serbia and at €39,00 O in
Britain per life year gained.

The statements of the aforementioned committees can
significantly impact the local drug pricing process. Recent-
ly, some tertiary care hospitals, particularly the hospital in
the city of Kragujevac, have imposed a mandatory internal
procedure when introducing new drugs. This formulary
on drug acquisition criteria requires drug candidates to
provide pharmacoeconomic justification and a budget im-
pact analysis as an appropriate step forward.
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SEARCHING FOR LOCAL EVIDENCE - DOMESTIC
RESEARCH EFFORTS IN PHARMACOECONOMICS

The main domestic sources of research and reliable local
evidence are state-owned universities. A Thomson Reuters
ISI report in July 2011 called Serbia as the dominant country
among countries considered “rising stars” in terms of their
number of published and indexed ISI research papers. These
developments began in 2002 with the introduction of one of
the earliest evidence-based medicine programmes as part of
an undergraduate curriculum of medicine in a university in
the Western Balkans. Approved financing was available for
two consecutive four-year cycles of projects on pharmacoeco-
nomics in 2006-2010 and 2011-2014. Both of these projects
provided financial resources for further research. The home
institution assisted these local efforts by forming the only In-
ternal Research Fund in Serbia, providing up to 25,000,000
CSD through smaller-scale “junior” research projects.

These contributions by the Ministry of Science and Tech-
nological Development and the Medical Faculty in Kragujevac
have allowed for the successful publication of several pharma-
coeconomic trials. Some of these cost evaluations in clinical
settings have examined patients suffering from diabetes mel-
litus type 2, chronic obstructive pulmonary disease, alcohol
addiction, rheumatoid arthritis, haemodialysis, preterm labour
management and other medical conditions that have the most
significant budgetary impact in the domestic health care setting
(2-5). Some of these analyses were designed as classical cost of
illness analyses, others were designed as comparative economic
evaluations (cost/utility and cost/effectiveness trials) and the
remaining analyses used an in-depth modelling approach with
TreeAge commercial software. One of the positive domestic
developments in the field is the recent publication of the first
pharmacoeconomic guidelines in the Serbian language on be-
half of the Serbian Pharmaceutical Chamber. In this context, it
is necessary to mention two consecutive cycles of the World
Bank’s substantial investment in projects on capacity build-
ing, from 2005-2007 , and the systemic implementation of the
Health Technology Assessment (HTA) in Serbia, in 2007-2008.
Larger-scale changes have also been initiated by the Serbian
Government and the Ministry of Health within the framework
of the “Serbia Health Project’; for which two steps were planned.
The first step was the “Feasibility Study on HTA Agency in Ser-
bia’; and the second step was the “Basic Benefit Package on the
Way towards Evidence-Based Health Care in Serbia’”

These and other ongoing efforts throughout the coun-
try contribute to a healthy core and to achieving a criti-
cal mass of awareness on the necessity of pharmacoeco-
nomic evaluation in local conditions. We must mention
that the process is still underway and that our country has
no formally established HTA agency, unlike many middle-
income new EU members (such as Hungary, Poland, and
Latvia). Only a significant investment of money, time, and
human resources as well as wise management can provide
the long-term basis for the reasonable allocation of re-
sources and evidence-based health care in a small, upper-
middle-income market in the EU economic zone.

RECOMMENDED LEGAL FRAMEWORK CHANGES
TO FACILITATE FURTHER DEVELOPMENTS

Serbia’s national health care expenditure, expressed as
a percentage of the nominal Gross Domestic Product, falls
well below the Organization for Economic Co-operation
and Development (OECD) average. Although Serbia has
a comparatively modest mature pharmaceutical market, it
has recently experienced rapid growth. The value of drug
turnover in the market has increased up to three times in
terms of unit consumption. This increase is explained by
the decline of domestic currency in favour of the euro and
decreasing prices in the nearby “reference markets”.

Due to insufficiently established administrative proce-
dures for examining cost effectiveness, there is still room
for improvement. We should base the strategic changes
in our national health policy on the experiences of the
huge health care markets worldwide, which have gained
substantial historical experience with the weaknesses of
a market-oriented economy. According to contemporary
health economists, Serbia’s current legislative framework
for approval of new drugs and medical technologies should
be adapted in several ways:

+ We should expend every effort to provide contracting
between small and medium private health care facili-
ties and the governmental Health Insurance Fund in
charge of financing public medical care delivery;

+ We should downregulate the administrative procedures
and taxes necessary for academic unsponsored clinical
trial approval;

« Under the current circumstances, the legislative frame-
work for drug-related clinical trial approval imposes
significant expenses and long delays on academia, ef-
fectively serving to limit biomedical research activity in
Serbia without improving patient protection;

+ Because we currently have two professional associa-
tions in the field, the Pharmacoeconomic section of the
Serbian Pharmaceutical Society and the International
Society for Pharmacoeconomics and Outcomes Re-
search — Chapter Serbia, whose members mostly be-
long to one of these associations, we believe that much
more horizontal and vertical networking is required;

» There is a need for the acquisition and dissemination of
economic evidence, particularly by including the basics
of pharmacoeconomics in undergraduate curricula of
pharmacy and medicine studies; and, above all,

« Introducing “the fourth hurdle’; evidence on cost effec-
tiveness as a requirement during submission for new drug
and/or medical technology approval for marketing.

It is clear that a society with scarce resources cannot af-
ford to prioritise the reimbursement of health goods and
services based on any criteria other than a straightforward
analytical framework. Policy makers will come under in-
creasing pressure to comply with these matters during the
EU accession policy. It can be assumed that the harmonisa-



tion of health care legislative requirements will follow a sim-
ilar trend. Espicom Business Intelligence released its latest
report on Serbia’s pharmaceutical market in October 2011.
It assumes that overall economic recovery and increased
health care spending, which is currently the highest in the
region (expressed as a percentage of the Gross Domestic
Product), will boost further development after the reces-
sional slowdown of 2009. We must further develop our own
research efforts aimed at economic assessments of medi-
cal technologies. We must also identify a unique formula
to achieve complementary roles between academia, policy
makers and the pharmaceutical industry. Although these
groups work on different sides, they have the common goal
of the greatest possible quantity and quality of health for the
nation with the available resources.

We believe that we must search for our own middle way
while observing older health care systems that learned dif-
ficult lessons from market economy weaknesses that we
may be able to avoid.
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