Health Policy 123 (2019) 182-190

E——
Contents lists available at ScienceDirect HEALTH

POILICT

Health Policy

journal homepage: www.elsevier.com/locate/healthpol

HTA and decision-making processes in Central, Eastern and @CmMaIk
South Eastern Europe: Results from a survey

Leticia Garcia-Moché6n €, Jaime Espin Balbino®:P-¢*,

Antonio Olry de Labry Lima®"-¢, Araceli Caro Martinez?, Eva Martin Ruiz?,
Roman Pérez Velasco?

2 Andalusian School of Public Health/Escuela Andaluza de Salud Piiblica (EASP), Granada, Spain

b CIBER en Epidemiologia y Salud Piiblica (CIBERESP), Spain
¢ Instituto de Investigacién Biosanitaria ibs, Granada, Hospitales Universitarios de Granada/Universidad de Granada, Granada, Spain

ARTICLE INFO ABSTRACT

Article history: Objective: To gain knowledge and insights on health technology assessment (HTA) and
Received 24 May 2016 decision-making processes in Central, Eastern and South Eastern Europe (CESEE) countries.
Received in revised form 4 January 2017 Methods: A cross-sectional study was performed. Based on the literature, a questionnaire

Accepted 20 March 2017 was developed in a multi-stage process. The questionnaire was arranged according to

5 broad domains: (i) introduction/country settings; (ii) use of HTA in the country; (iii)
Keywords: decision-making process; (iv) implementation of decisions; and (v) HTA and decision-
Health technology assessment king: future challenges. Potential survey respondents were identified through literature
Decision making rna. & . ses. yresp . &
Cross-sectional studies review—with a total of 118 contacts from the 24 CESEE countries. From March to July 2014,
Cross-country comparison the survey was administered via e-mail.

Central Results: A total of 22 questionnaires were received generating an 18.6% response rate,
Eastern and South Eastern Europe including 4 responses indicating that their institutions had no involvement in HTA. Most
of the CESEE countries have entities under government mandates with advisory functions
and different responsibilities for decision-making, but mainly in charge of the reimburse-
ment and pricing of medicines. Other areas where discrepancies across countries were
found include criteria for selecting technologies to be assessed, stakeholder involvement,
evidence requirements, use of economic evaluation, and timeliness of HTA.

Conclusions: A number of CESEE countries have created formal decision-making processes
for which HTA is used. However, there is a high level of heterogeneity related to the degree of
development of HTA structures, and the methods and processes followed. Further studies
focusing on the countries from which information is scarcer and on the HTA of health
technologies other than medicines are warranted.

Classification: Reviews/comparative analyses.

© 2017 Elsevier B.V. All rights reserved.

1. Introduction

In most countries the increase in public health spending,

_— coupled with pressing budget restrictions derived from the

* Corresponding author at: Andaluza de Salud Puablica (Andalusian 2008 economic crisis, are the main challenges for the sus-
School of Public Health), Campus Universitario de Cartuja, Cuesta del . [ §

Observatorio, 4, 18011 Granada, Spain. tainability of health systems. One of the factors that most

E-mail address: jaime@easp.es (J. Espin Balbino). influence the increase in health expenditure is the inclu-

https://doi.org/10.1016/j.healthpol.2017.03.010
0168-8510/© 2017 Elsevier B.V. All rights reserved.


https://doi.org/10.1016/j.healthpol.2017.03.010
http://www.sciencedirect.com/science/journal/01688510
http://www.elsevier.com/locate/healthpol
http://crossmark.crossref.org/dialog/?doi=10.1016/j.healthpol.2017.03.010&domain=pdf
mailto:jaime@easp.es
https://doi.org/10.1016/j.healthpol.2017.03.010

L. Garcia-Mochoén et al. / Health Policy 123 (2019) 182-190 183

sion of new health technologies [1,2]. There is no doubt
that health technologies represent an indispensable ele-
ment in the provision of quality health care. However, not
every innovation represents an improvement, results in
better health or is cost-effective. The World Health Report
2010 [3] identifies the waste in medicines and health tech-
nologies as one of the main causes of inefficiency in the
delivery of health services. Ensuring the optimal provision
of public health services involves prioritizing investment
decisions through instruments that give support to political
decisions, such as health technology assessment (HTA).

The concept of HTA was originally conceived in 1978
by the Office of Technology Assessment in the US [4], in
response to the sharp increase in health spending, the
observation of unexplained variability in clinical practice,
and uncertainty about the final and global results in the
utilization of many health technologies [5]. The purpose
of HTA is to determine the value of a health technology
by evaluating their benefits and costs compared to exist-
ing alternatives for health care, taking into account both
clinical and economic evidence, in order to inform pricing
and coverage decisions [6]. At present, the most developed
European countries have adopted some form of HTA pro-
cess to assess the value of new health technologies within
health services financed by public funds [ 7]. Alarge number
of publications on the HTA processes followed in industrial-
ized countries [8-13]. Although these processes often have
common objectives, their structures are usually different.
On the other hand, there is a lack of information on HTA
processes conducted in Central, Eastern and South Eastern
Europe (CESEE).

In recent years, HTA has gained momentum as a tool for
assessing value and gauging value for money in the CESEE
region, while its uptake as a formal decision-making mech-
anism has increased considerably [14]. In these countries,
remarkable strides have been made with the introduc-
tion and support of HTA. In general, most CESEE countries
often have no clear roadmap for HTA implementation [15],
and also have a much greater social opportunity cost of
adopting inappropriate health technologies and introduc-
ing inappropriate decisions on pricing and reimbursement.
Critical factors for success in HTA implementation include
financial and human resources, the establishment of a sys-
tematic and transparent decision-making process as well
as relying on a robust HTA implementation methodology.

Thus, the purpose of this survey was to gain knowl-
edge and insights on HTA and decision-making processes
in CESEE countries.

2. Materials and methods

A cross-sectional survey of CESEE experts working in
positions related to HTA and decision-making processes at
institutional level was conducted. The survey was aimed
at key informants (key persons representing organiza-
tions involved in HTA and/or pricing and reimbursement
of medicines) in the selected countries. E-mail contact
addresses of potential respondents were compiled from the
Pharmaceutical Pricing and Reimbursement Information
(PPRI) Network and the websites of public health organi-
zations in target countries.

A survey questionnaire was developed in a multi-stage
process. A draft was devised based on previous HTA surveys
carried out by the European Network for Health Tech-
nology Assessment (EUnetHTA) (2008) [16], the National
Institute for Health and Care Excellence (NICE) Interna-
tional and the Inter-American Development Bank (2010)
[17], the International Society for Pharmacoeconomics and
Outcomes Research (ISPOR) (2012) [18], and the Health
Intervention and Technology Assessment Program (HITAP)
and NICE International (2013) [19]. The instrument was
tested among HTA experts from NICE International and
the London School of Economics, and modified according
to the feedback received. The questionnaire was arranged
according to five broad domains: (i) introduction/country
settings; (ii) use of HTA in the country; (iii) decision-
making process; (iv) implementation of decisions; and
(v) HTA and decision-making: future challenges (Ques-
tionnaire available in Supplementary Material online). The
instrument had both dichotomous and multiple choice
questions, as well as open questions for clarification and
explanation of responses.

From March to July 2014, 118 e-mails were
sent to potential respondents from the 24 CESEE
countries (classified according to the Interna-
tional Monetary Fund, plus Greece and Cyprus;
https://[www.imf.org/external/pubs/ft/reo/2014/eur/eng
[ereo0414.htm), including a cover letter and the question-
naire. An explanation of the survey and an assurance of
confidentiality in the treatment of responses was provided.
Four survey reminders (March-April 2014) were sent by
e-mail to respondents who did not complete the survey
within the pre-established deadline, in order to maximise
the response rate. To characterise survey data, descriptive
statistics and content analysis were employed, where
applicable.

In the following sections, results from the survey are
presented in a synthesized manner and in more detailed
tables. We use “most” or “the majority” to denote instances
corresponding to more than 50% of responses given, and
“over half” when the number of responses was slightly over
50%.

3. Results
3.1. Response rate and sample characteristics

A total of 118 e-mails were sent to different key institu-
tions such as Ministries of Health and HTA organisations in
order to obtain information about the HTA decision making
process in the 24 CESEE countries.

At least one informant was contacted per country, rang-
ing from 1 to 11 per country, depending on information
availability.

We received 22 questionnaires generating an 18.6%
response rate, including four responses indicating that
their institutions had no involvement in HTA. No responses
were received from Albania, Belarus, Bosnia Herzegov-
ina, Kosovo, Moldova, Romania and Ukraine. Responses
from institutions who declared not to perform HTA were
excluded from the analysis (Macedonia, Albania, Cyprus,
Turkey, Ukraine and Montenegro). Thus, the results are
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based on responses from 13 countries, namely Bulgaria,
Croatia, Czech Republic, Estonia, Greece, Hungary, Latvia,
Lithuania, Poland, Slovakia, Slovenia, Republic of Serbia and
Russia. In the cases of Poland, Czech Republic and Estonia
we received two answers from different responders. All
these cases offered very similar responses and discrepan-
cies were clarified with respondents.

3.2. Structure of HTA systems

The governance and organization of HTA systems are
important factors affecting the impact of HTA. In general,
pricing and reimbursement decision-making structures
are well defined across countries. However, formal HTA
processes are only present in some countries, especially
for medicines. Overall, there is much heterogeneity in
terms of development of such processes. Table S1 shows
a transnational overview of the main bodies involved in
HTA according to their responsibilities.

3.3. Criteria for topic selection and types of technology
assessed

Topics are determined according to the purpose of the
assessment body. In general, most assessment topics arise
as a result of requests from technology manufacturers.
Most cited criteria for selecting technologies include those
related to the magnitude of the health problem (frequency
of the clinical condition—prevalence, incidence—and/or
disease burden—mortality, morbidity and quality of life
related to a clinical condition) and political concerns.
Meanwhile, most technologies assessed were pharmaceu-
ticals (n=11), followed by medical devices (n=7) and
medical procedures (n=5).

3.4. Aspects of HTA

In the decision-making process, manufacturers are
required to submit a dossier with clinical and economic
information. Normally, the entities responsible for HTA
review and validate the industry data, which must be based
on literature review of clinical evidence and economic data.
Most respondents reported that assessments usually con-
sider efficacy/effectiveness and economic evidence. Expert
opinion and group judgment are used in some instances
(e.g., Croatia, Russia, Poland). In terms of types of HTA
report [20], the majority of respondents reported per-
forming full HTA, while only Bulgaria indicated that they
conducted rapid HTA. AOTMIT (Poland), performs mini-
(o rapid) HTA, but rarely including economic analysis;
only full HTA analysis (clinical effectiveness, and economic
effectiveness and budget impact) are provided by submit-
ters and assessed by AOTMiT.

3.5. Economic evaluation

Table 1 provides an overview of the use of eco-
nomic evaluation across CESEE countries. By and large,
the requirement is associated to the reimbursement of
new health technologies. In two thirds of countries eco-
nomic evaluation (EE)is arequirement for decision-making

of health technologies. Of note, although EE is formally
required in Slovenian regulation, in practice only budget
impact analysis (BIA) is employed. It is also interesting
to highlight that although Croatia has HTA guidelines
—including EE, only BIA is required. In terms of perspectives
used, the majority of countries reported taking account of
that of the payer. An exception is Russia, where the per-
spective of the public sector is adopted.

Willingness-to-pay thresholds are used in over half of
countries, but they are explicit in just two. Specifically, the
Polish threshold is at 3x GDP per capita per QALY/LY gained,
whilst the Slovakian one is set at 24/35x average monthly
salary per QALY. Implicit thresholds include those used in
Latvia (ICER < pharmaceuticals already reimbursed), Czech
Republic (3x GDP per QALY) and Estonia (1-3x GDP per
QALY).

3.6. HTA guidelines

Over half of respondents replied that there are some
sort of HTA guidelines in their countries. Of note, EUnetHTA
guidelines are also followed in Slovakia, while Bulgaria and
Greece were developing guidelines at the time of the sur-
vey. Reported guidelines are mainly methodological and
focused on economic evaluation alone. In terms of process,
the majority of documents only provide succinct guidance
for manufacturers on reimbursement steps and evidence
requirements, with only Croatia and Poland having a full
HTA process guideline [21,22].

3.7. Link between HTA and decision-making

Over half of respondents reported that they had legis-
lation establishing the use of HTA as mandatory to support
decision-making. In addition, although not mandatory,
Bulgarian legislation recommends using HTA. Among the
countries in which the use of HTA is mandatory, only three
(Slovakia, Czech Republic and Estonia) indicated that rec-
ommendations arising from assessments are binding to
decision-makers (see Table 2 for more details).

3.8. Appraisal/decision-making criteria

Table 3 shows the criteria taken into account for
appraisal/decision-making by type of technology. As can
be seen, the HTA of medicines is more developed in terms
of transparency of criteria compared with medical devices
and interventions. Overall, criteria around the benefits,
harms and costs of the technology in question are usu-
ally considered, whereas criteria related to aspects such as
organizational, social or ethical impact are less common.

3.9. Stakeholder involvement

Table 4 illustrates how stakeholders are involved in
the decision-making process. HTA systems differ widely
in the degree to which stakeholders are allowed to par-
ticipate in the HTA process. Half of respondents indicated
that HTA entities involved stakeholders in their activities
or require submissions of evidence from them. Less than
half of respondents reported having a decision-making
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Table 1
Economic evaluation in the HTA process.

Country? Is an economic How often an economic Are there explicit ‘thresholds’ for What is the perspective
evaluation required for evaluation is explicitly cost-effectiveness? If not, what other normally used of the
the decision-making considered in the approaches are used to decide whether an economic evaluation?
process? decision-making process? intervention is potentially cost-effective?

BU Yes Always No Third-party

payer

CR NO. Only BIA Never No No answer

cz Yes ALWAYS NO(3xGDP per QALY is used as Third-party

reference) payer

EE Yes Always NO. (1-3 GDP per capita is used Third-party

as reference) payer

GR Not Yet. Rarely Not applicable Not definded

yet

HU Yes Always Yes Third-party

payer

LT No answer No answer No answer No answer

LV Yes Always The ICER for an additionally Third-party

obtained year of life or payer
progression-free year of life

shall not exceed the ICER of

pharmaceuticals already

included in the Positive list.

PL Yes Always (for 3x GDP per capita for National
reimbursement ICUR/QALY or ICER/LYG Health Fund
submissions) (public payer)

perspective
and joint
perspective of
payer and
patient

RU Yes Frequently No Public Sector

SI No rarely Yes Third-party

payer

SK It is mandatory based Always Threshold 1 is 24x average Third-party

on the law 363/2011.

monthly salary €/QALY; payer
Threshold 2 is 35x average
monthly salary €/QALY

BU: Bulgaria; CR: Croatia; CZ: Czech Republic; EE: Estonia; GR: Greece; HU: Hungary; LT: Lithuania; LV: Latvia; PL: Poland; RS: Republic of Serbia; RU:
Russia; SI: Slovenia; SK: Slovakia; BIA: budget impact analysis; QALY: Quality adjusted life year; ICER: incremental cost effectiveness allocation; ICUR:

incremental cost utility ratio.
2 No respond was obtained from Republic of Serbia.

process open to public scrutiny (including the rationale
behind decisions). However, only three countries allow
appeal against recommendations/decisions. Poland is the
only country reporting that their process is ‘partially open’,
since industry data is confidential on many occasions.

3.10. Conflict of interest management

Except for Serbia, Russia and Slovenia, most respon-
dents reported that their HTA systems have a procedure
for managing potential conflicts of interest (Col). This
procedure varies across countries in terms of scope and
repercussions. For example, some systems cover all stake-
holders along the HTA process (Poland, Estonia) or even
exclude stakeholders with Cols (Czech Republic), while
others focus on the assessment/appraisal stage (Latvia).

3.11. Timeliness of HTA

The timing of the HTA process can affect patient access,
and a trade-off between ensuring comprehensive evalua-
tion and providing timely information to decision-makers
should exist. In line with the levels complexity of HTA

systems and requirements across countries, the reported
timelines needed to complete the HTA process ranged from
90 days to 365 days (see Table S2 for more details).

3.12. Special contracting and patient access schemes

Data on these arrangements was reported by two
thirds of countries. In Slovakia the possibility to apply
special contracting and patient access schemes is based
on negotiating processes with health insurance funds. In
Latvia and Bulgaria, it is possible to apply price-volume
agreements and discounts. In Greece, price-volume, risk-
sharing agreements or extra discounts can be applied to
new products. In Estonia, conditional reimbursement is
very common (including outcomes-based and risk-sharing
reimbursement). In Poland, Czech Republic, Hungary and
Serbia, risk-sharing agreements can also be proposed. It
is interesting to highlight the case of Poland, where spe-
cial measures for expensive medicines exist (‘drug/regimen
programmes’). If the medicine is not cost-effective, risk-
sharing schemes can be proposed. If there is a significant
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Table 2
Link between HTAs and decisions.

BU CR cz EE

HU LT LV PL RS RU SI SK

Legislation establishing HTA Vv Vv
reports must be considered
in the decision-making
process as mandatory
Legislation establishing HTA Vv v
reports should be considered
to support coverage
decisions as
recommendation
There is no specific legislation, J
but HTA reports have been
used to support policy
making.
Decisions are not informed by
HTA
Decision-maker always make J V2
decision rely on conclusion
of the HTA
Decision-maker in most of the J N
cases make decision rely on
conclusion of the HTA
Decision-maker in some of the
cases make decision rely on
conclusion of the HTA
Decision-maker rarely make
decision rely on conclusion
of the HTA
Decision-maker make decision
without any input from HTA

W

2 as full HTA is currently under development, the decision making is done via elements of HTA which are regulated by law. BU: Bulgaria; CR: Croatia; CZ:
Czech Republic; EE: Estonia; GR: Greece; HU: Hungary; LT: Lithuania; LV: Latvia; PL: Poland; RS: Republic of Serbia; RU: Russia; SI: Slovenia; SK: Slovakia.

budget impact, sources for additional funds must be pro-
posed.

3.13. Disinvestment decisions based on HTA

Less than half of the countries reported having used HTA
to inform disinvestment on health technologies. In Poland,
there is a system based on individual request to assess old
technologies in specific (off-label) indications.

In Bulgaria, the biannual system for price revision offers
the opportunity to delist products, especially of those not
marketed for a period of three months. Other respondents
provided examples of delisting medicines of unproven
effectiveness, such as cinnarizine, orlistat and nicergoline
(Czech Republic) and Omacor” (Latvia), or for safety con-
cerns such as rosiglitazone and sibutramine (Croatia).

3.14. Implementation of decisions

Table S3 shows some information related to the imple-
mentation of decisions based on HTA. Only two countries
(Croatia and Hungary) reported having a national strat-
egy for the implementation of health technologies. Just
one third of countries indicated that there were monitor-
ing and evaluation mechanisms for assessing the uptake of
recommendations based on HTA. Moreover, CPGs and/or
protocols are employed as a mandatory or advisory tool to
direct clinicians in half of the countries. CPGs are usually
disseminated to users by electronic means (e.g., website,
e-mail, e-prescription system). In particular, CPGs are pro-

duced and disseminated by clinical societies in Poland and
Czech Republic. Lastly, Estonia annexes implementation
plans (including specific activities and training) in their
guidelines.

4. Discussion

This article contributes to the debate of efficiency in
resource allocation by describing the current HTA pro-
cesses in a group of CESEE countries. Results highlight the
heterogeneity in the use of HTA. Some aspects of HTA are
in place in these countries. While some jurisdictions only
compare the therapeutic value of health technologies, oth-
ers also take account of the differences in resource use
associated to the health technologies. However, in gen-
eral no comprehensive and transparent system exists in
most of them. In some countries there is no defined struc-
ture that assumes the assessment function nor legislation
supporting HTA. Countries such as Hungary and Poland
have more formal HTA systems in place, while other CESEE
countries remain in the early stages of developing national
bodies. Moreover, and although all technologies should
be potential candidates for HTA, survey results show that
most technologies assessed are medicines. Furthermore,
decision-making is mainly usually based on information
provided by the manufacturer, and only few jurisdic-
tions perform their own cost effectiveness models. On the
other hand, HTA organizations in the study countries differ
widely in the degree to which stakeholders can partici-
pate in the process and interact with decision-makers. It is



Table 3

Criteria used for appraisal/decision-making.

MEDICINES

MEDICAL DEVICES

INTERVENTIONS

Explicit criteria

Implicit criteria

No criteria

Explicit criteria

Implicit criteria

No criteria

Explicit criteria

Implicit criteria

No criteria

Efficacy

Effectiveness

Safety

Quality of Life

Cost-
Effectiveness

Budget Impact

Ethical, Equity,
and Social
Issues
Organizational
Impact

(SK); (LV); (PL);
(CZ); (CR);
(RU); (ES);
(BU); (SD).

(SK); (CR);
(RU); (ES);
(HU); (ST)

(SK); (LV); (PL);
(CZ); (CR);
(RU); (ES);
(HU); (BU); (SI)
(SK); (CR);
(RU); (ES);
(BU); (SI)

(SK); (LV); (PL);
(RU); (ES);
(HU); (ST)

(SK); (LV); (PL);
(CR); (ES);
(HU); (BU); (S)
(CR); (ES)

(ES)

Innovation/IndustrialSI);

Develop-
ment/Technology
Transfer
Geographical
Budget
Allocations
Impact on
Vulnerable
Groups?
Burden of
Illness

(ES);

(LV); (PL); (CR);
(RU); (ES);
(HU); (SI)

(LV); (PL); (CZ);
(HU); (BU)

(LV); (PL); (HU)

(CZ)

(SK); (LV); (PL);
(HU)

(SK); (LV); (PL);
(ES); (HU)

(HU); (SI)

(SK); (LV); (PL);
(CZ); (HU);
(BU); (SI)

(SK); (CZ);

(CZ)

(CZ); (CR); (BU)

(CZ); (BU); (SI)

(CZ); (BU); (SI)
(SK); (LV); (PL);
(CZ); (ES);
(HU); (BU)

(SK); (LV); (PL);
(CZ); (ES); (BU)

(BU)

(SK); (PL); (CR);
(ES); (HU).

(SK); (CR); (ES)

(SK); (CR); (ES)

(SK); (PL); (ES)

(SK); (PL); (CR);

(ES); (HU)

(ES)

(HU)

(PL); (CR); (ES);
(HU)

(LV); (C2).

(LV); (PL); (HU)

(LV)

(LV); (PL); (HU)

(HU)

(CZ); (RU)

(SK); (PL); (HU)

(SK); (PL); (HU)

(SK); (CZ); (ES);
(HU)

(SK);

)

(CZ); (S1)

(SN

(CZ); (S1)
(LV); (CZ);
(CR); (S

(LV); (SI)

(LV); (CZ); (SI)

(LV); (CZ); (SI)
(SK); (LV); (PL);
(CZ); (ES);
(HU); (SI)

(SK); (LV); (PL);
(CZ); (ES); (SI)

(LV); (SD)

(LV); (€2); (SD)

(LV); (PL); (ES);
(HU)

(LV); (ES)

(LV); (PL); (ES);
(HU)

(LV); (ES); (HU)
(PL); (ES); (HU)
(PL); (ES); (HU)
(ES); (HU)

(ES); (HU)

(HU)
(HU)

(PL); (ES); (HU)

(SK); (€2)

(SK); (PL); (HU)

(SK); (€2)

(SK); (PL)

(SK); (LV)

(SK); (LV)

(SK); (LV); (PL)

(SK); (LV); (PL)

(SK); (LV); (ES)

(SK); (LV);

(s

(C2); (SI)

(Sn)

(C2); (SI)

(CZ); (CR); (SI)

(C2); (SI)

(C2); (D)

(C2); (SD)

(SK); (LV); (PL);

(CZ); (ES);
(HU); (S1)

(SK); (LV); (PL);

(CZ); (ES); (SI)

(C2); (S

(C2); (S1)

BU: Bulgaria; CR: Croatia; CZ: Czech Republic; EE: Estonia; GR: Greece; HU: Hungary; LT: Lithuania; LV: Latvia; PL: Poland; RS: Republic of Serbia; RU: Russia; SI: Slovenia; SK: Slovakia.

2 Vulnerable groups include the elderly, the mentally and physically disabled, at-risk children and youth, ex-combatants, internally displaced people and returning refugees, HIV/AIDS-affected individuals and

households, religious and ethnic minorities, in some societies women. (CR y RU): no complete information GR, LI: No answer; (BU)information only for medicines.
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Table 4
Stakeholders in the decision-making process.
BU CR cz EE HU LT LV PL RU SI SK
Does the HTA organization No No Yes Yes No Yes Yes Yes Yes No No
involve stakeholders in its
activities?
Does the HTA organization Unsure Yes Yes depends on the No Unsure Yes Yes No No Yes
encourage or require HTA process
submissions of evidence
from stakeholders?
Does the HTA organization No No YES depends on the No Unsure No No No No No
allow stakeholders to HTA process
comment on HTA at the draft
stage?
Does the HTA organization No No Yes depends on the No Unsure Yes No Unsure No Yes
allow stakeholders to appeal HTA process
against recommenda-
tions/decisions?
Is the decision-making process Yes No Yes No No No Yes YES (a) No No Yes

(including the rationale
behind technology
reimbursement decisions)
open to public scrutiny?

BU: Bulgaria; CR: Croatia; CZ: Czech Republic; EE: Estonia; GR: Greece; HU: Hungary; LT: Lithuania; LV: Latvia; PL: Poland; RS: Republic of Serbia; RU:
Russia; SI: Slovenia; SK: Slovakia. (a) HTA process is partially open (‘confidential’ information may be hidden by applicant, which sometimes constitutes a
very important part of the HTA report); No respond was obtained from Greece and Republic of Serbia.

important to note that in some jurisdictions the selection
of health technologies to be assessed is driven by manufac-
turers seeking access, rather than driven by public need.

These results agree with others studies published in the
literature [14,23,24].

Major differences of HTA systems from CESEE com-
pared with those from Western Europe relate to politicized
decision-making lack of domestic epistemic communities
advocating for HTA, scarcity of capacity building in per-
forming HTA, the quality of local data, and as a result of
all these, weak structures in HTA decision-making [25,26].
Generally, countries with lower GDP per capita have more
limited budgets and human resources for conducting HTA
[15]. This limitation leads policymakers and payers to
consider foreign HTAs in their decisions. On the other
hand, relevant local databases and clinical guidelines are
often incomplete or unavailable. This decreases accuracy of
HTAs, increases bias in evaluations of medical practice, and
makes adaptation of economic models to local reality diffi-
cult or almost impossible. Policymakers may even not take
account of HTA products if they perceive that their produc-
ers lack the necessary skills and knowledge [25]. Overall,
there is a need for more transparency in the use of HTA.
Improving transparency in the decision process based on
HTA needs to be encouraged, taking into account the neces-
sity of balance between transparency and confidentiality.
A transparent process would also support the legitimacy of
the decisions made [27].

In line with the above, real efforts-including political
will and donor commitment-would be needed if advances
in the implementation of HTA are to be made. First, a boost
in resources for HTA capacity building is required, includ-
ing financial, technical and training resources. Second, it
is important to improve methods and processes, so that
HTA products are taken into account for decision-making

(e.g., reimbursement, guidelines development) and deci-
sions based on HTA are acceptable for all stakeholders.

Third, collaboration among countries, including har-
monization of HTAs and exploring the possibility of
transferability of foreign data, is crucial for strengthening
and implementing HTA in emerging settings. EUNetHTA is
playing an important role in the exchange of information
in Europe, but not all the European countries are enrolled
in this network. As a result, much information about the
HTA regulatory framework missing in the publications of
this network has been gathered in this mapping exercise
[16]

This mapping survey has several limitations that need
to be considered. The response rate was low. For countries
with more established HTA activities (e.g, Poland or Slove-
nia), it was easier to identify experts and get a response
from them, compared with those countries with less estab-
lished HTA activities (e.g. Albania, Moldova). Different ways
to ensure an adequate response rate were put into practice,
including four reminder e-mails sent to all those that had
not responded. This different country response rate could
perhaps be explained by the different level of HTA imple-
mentation in each country, a lack of interest in the topic,
people not feeling qualified to respond the questionnaire
or language barriers. Only one person indicated that he/she
was not allowed to respond the questionnaire. Another
limitation is the possible underrepresentation of HTA
processes for health technologies other than medicines.
Usually HTA systems are first implemented for the reim-
bursement and pricing of medicines, and processes for
the assessment/appraisal of medical devices or clinical
interventions may remain less well known at country
level. Moreover, it is possible that decentralized/hospital-
based/individual or isolated processes for medical devices
and clinical interventions are not well known by respon-
dents.
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Some of the countries from which responses were not
obtained (e.g., Albania, Bosnia and Herzegovina, Kosovo,
Macedonia) do not have a clearly defined HTA process [28].
Most investment decisions in these countries are based on
expert opinion and regulatory requirements. The assess-
ment is limited to the review of information provided by
industry. On the other hand, the number of HTA experts is
also very limited in these countries, which may have influ-
enced on the lack of response [29]. Bosnia and Herzegovina
has no systematic HTA process, but there are some positive
actions to strengthen it. In April 2011, a new legal act for
inclusion and exclusion of new medicines reimbursed was
introduced, proposing submission of modelling studies and
cost effectiveness, and BIA as part of the decision-making
process. The law also includes the establishment of a phar-
macoeconomic unit [28].

On the other hand, the mapping also provides informa-
tion of the HTA process in countries where a lack of public
information is notorious. Previous to this mapping exercise,
there was no evidence that described in just one document
the process of HTA in all CESEE countries to enable us to
reflect on the differences or similarities of HTA decision
making-processes, implementation and priority-setting.

This HTA mapping survey provides baseline information
on the current status of HTA in CESEE countries, from which
any stakeholders interested in the advancement of HTA in
the region may benefit. There is no a single or common
direction; each country has to follow its own route accord-
ing with their development stage and the characteristics of
their health care systems.

5. Conclusions

This study shows that a number of CESEE countries have
created formal decision-making processes for which HTA is
used. However, there is much heterogeneity related to the
degree of development of HTA structures, and the meth-
ods and processes followed. These findings can assist both
national policymakers and/or international donors in the
analysis of needs and the planning of actions to be taken to
strengthen regional HTA capacity and systems. Although
the response rate was relatively low, most of the countries
from which responses were not obtained did not have a
clearly defined HTA process. Existing HTA networks can
benefit from these findings by using it for advocacy to local
policymakers and to provide technical assistance. Further
studies are needed focusing on the countries from which
information is scarcer and on health technologies other
than medicines.
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