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Summary

Background: Health Technology Assessment (HTA) is “a multidisciplinary process that uses explicit
methods to determine the value of a health technology at different points in its lifecycle. Its’ purpose
is to inform decision-making in order to promote an equitable, efficient, and high-quality health
system”

Methods and Objectives: The aim of this study is to identify the place and role of HTA in the
decision-making process in healthcare in the Republic of Serbia. To achieve this goal we performed
pragmatic, nonsystematic literature review based on analysis of available documents

Results: Since the adoption of the Rulebook on conditions and methods of health technology
assessment in 2020, a total of 16 requests were officially submitted, for which the Ministry of Health
requested the assessment performed by Institute of public health of Serbia. By the Healthcare law,
the aim of the assessment is to have a basis for issuing a license for the use of new technology, but not
to reimburse it. The fact of issuing license for use leads the assessment role more to the inspection
direction. Furthermore, about a half of those requests were submitted by license holders for medical
devices or private practices for the procedures, and the majority of those requests relate to technol-
ogies that, according to the literature review, are in the experimental phase of research and/or in the
majority of countries that considered reimbursement, they were rejected for regular use due to the
lack of evidence of effectiveness and/or or for arguable safety reasons.

Conclusions: Since the function of HTA is exclusively to help the policymakers to use health
resources in the most cost-effective way, there is necessity of formulation transitional documents to
define the role and place of HTA as well as the assignments of MoH and NHIF related to the final
decision of financing the new health technology.

To have an impact of HTA implementation on the healthcare system there is need to face the chal-
lenges such as full dedication to HTA, the number of qualified human resources, trainings etc.
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Introduction

Due to increasingly rapid development of technologies, there is no country in the world, even among
the richest, that cannot spend the entire national budget on the latest health technologies if they did
not apply any limiting mechanisms. Limiting mechanisms must refer to those social values that are
generally accepted in the modern world, and certainly in the EU. Those values that are most relevant
for health insurance and coverage of a package of basic services include: solidarity, equal access to
quality health technology, transparency and rational decision-making. One of the tools viewed as a
“bridge between evidence and policy making” [1] or “support for health policy making” [2] is health
technology assessment.
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Health Technology Assessment (HTA) is “a multidisciplinary process that uses explicit methods to
determine the value of a health technology at different points in its lifecycle. Its’ purpose is to inform
decision-making in order to promote an equitable, efficient, and high-quality health system” [3]

Considering the definition that explains health technology [3] as the application of organized
knowledge and skills, in the form of medicines, medical devices, vaccines, procedures and systems
developed to solve health problems and improve the quality of life, the main purpose of conduct-
ing health technology assessment is to inform health policy makers and decision makers about
whether the technology works, for whom, at what cost, and how it compares to the alternatives
currently in use [4].

Objective and Methods

The aim of this analysis is to identify the place and role of HTA in the decision-making process in
healthcare in the Republic of Serbia. To achieve this goal we performed pragmatic, nonsystematic
literature review based on analysis of available documents in Serbian and English (this includes current
legislation, reports and publications available on the websites of the Ministry of Health (MoH), the
National Health Insurance Fund (NHIF), the Institute for Public Health of Serbia Dr Milan Jovanovi¢
Batut (IPHS) and others, reports of World Bank (WB) and European Union (EU) projects, external
data sources such as publications of the World Health Organization (WHO), European Network for
Health Technology Assessment (EUnetHTA), etc.), available statistical data, legislation, and studies.

Results
Institutional setting of HTA

In all health care systems in which HTA is connected with the decision on the inclusion of technol-
ogy in the package covered by insurance, there are approximately the same stages [5] in the process
of making transparent decisions that must also be institutionally separated, precisely in order to
ensure conditions for unbiased decision-making decision:

1. Assessment - for evidence-based decision-making, it is necessary to gather evidence on meet-
ing technology quality standards [6]; HTA can be the task of A) HTA institution that hires spe-
cialized staff working on the production of overall reports - this type of report is recommended
only for certain technologies (prevention, new surgical procedures) because public funds are
spent or B) those who submit requests for inclusion in the package covered by insurance and
expect income from use of that technology - in that case, the costs of the assessment are borne
by the applicants;

2. Quality check/quality control of submissions [7] - applies to HTA institutions that assess the
quality of submitted analyzes from point 1B.

3. Appraisal - this phase is carried out by the decision-makers (e.g. MoH, NHIF) considering other
factors of importance for the health policy of a country [6]. However, appraisal is often carried out by
a separate body or certain commissions (for example, in the Republic of Serbia, it is the Central Com-
mission for Medicines, when it comes to placing the medicine on the List of reimbursed medicines);

4. Decision-making - it is usually up to the Minister of Health, the Director of the HIF, and some-
times, for example, the Minister of Finance.

In the majority of developed countries, decision-making is based on a set of criteria introduced by
law, which refer to insurance coverage, i.e. reimbursement [8]. A rational and transparent set of cri-
teria is a fundamental factor that allows judicial oversight of insurance coverage in a given country.
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The context in which the HTA is carried out in the Republic of Serbia

According to the current situation, there are two completely separate approaches to new tech-
nologies. One approach is represented by the MoH and IPHS, which is regulated by Health
Care Law [9] and it is closer to the inspection approach - control and supervision of the
implementation of the new procedures and equipment and conditions that performing of
such procedures require. The second approach is much closer to the essence of HTA because
it concerns the payments, i.e. reimbursement of medicines and is regulated by the Health
Insurance Law [10].

In the sense of Health Care Law, the new health technology is the technology that is being introduced
for the first time for use in the Republic of Serbia, i.e. on a certain level of health care. Healthcare
institution, private practice, manufacturer, or marketing authorization holder submits a request to
the MoH for the issuance of a license for the use of a new health technology.

After obtaining a license for use, there are no defined steps as to what to do next. This is a
deficiency of both laws. Namely, there is no statement on how a new service (which implies the
application of a medical device or procedure) is proposed for registration in the Nomenclature
of Health Services (any of the three existing) [9,10]. Nomenclature is under jurisdiction of
NHIF [10], although it is adopted by Minister of health. But the Nomenclature serves as a basis
for NHIF to adopt the Price list and essentially, it is the frame of basic benefit package in the
Republic of Serbia. Lacking the clearly defined steps of both actors (MOH and NHIF) in the
process of paying for services that involve the provision of new technologies is the main reason
why the HTA, even after more than 15 years different World bank projects and supportive
activities by World Health Organization, has not yet taken root in practice, although nominally,
there is interest for capacity building of HTA in the country. Additionally, low number of staff
with adequate knowledge to perform assessment, together with lack of readiness to perform
appraisal by relevant stakeholders and low level of understanding of HTA among policy/
decision makers and general public leads to the discontinuity of the process of organizing the
functional HTA system.

Since the adoption of the Rulebook on conditions and methods of health technology assessment in
2020 [11], a total of 16 requests were officially submitted, for which the Ministry of Health requested
the assessment performed by IPHS. By the law, the aim of the assessment is to have a basis for
issuing a license for the use of new technology, but not to reimburse it [9]. The fact of issuing license
for use leads the assessment role more to the inspection direction. Furthermore, about a half of
those requests were submitted by license holders for medical devices or private practices for the
procedures, and the majority of those requests relate to technologies that, according to the literature
review, are in the experimental phase of research and/or in the majority of countries that considered
reimbursement, they were rejected for regular use due to the lack of evidence of effectiveness and/
or or for arguable safety reasons.

Conclusions

Having in mind that the function of HTA is exclusively to help the policymakers to use health
resources in the most cost-effective way, there is necessity of formulation transitional documents to
define the role and place of HTA as well as the assignments of MoH and NHIF related to the final
decision of financing the new health technology.

To have an impact of HTA implementation on the healthcare system there is need to face the
challenges such as full dedication to HTA, the number of qualified human resources, trainings
etc.
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