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Background: In recent years, involvement of healthcare stakeholders in health technology assessment (HTA) has been discussed as
helping the inclusion of social values in the decision-making process. The aim of our research was to identify and compare details
from Kazakhstan, Poland and Bulgaria on their stakeholders’ involvement in the HTA process. Information was sought on their
identification, responsibilities, and regulation.

Methods: We conducted a survey of seven types of stakeholders in the healthcare systems of Kazakhstan, Poland, and Bulgaria. They
included patients and the public, providers, purchasers, payers, policy makers, product makers, and principal investigators. They were
questioned on their involvement in the HTA process, and on the objectives of their participation.

Results: Levels of involvement of different kinds of stakeholder varied between countries, reflecting political and administrative
developments. There was full or partial agreement on the objectives of stakeholder participation. All respondents agreed that
representatives of the ministry of health should be involved in selection of stakeholders for HTA.

Conclusion: Progress has been made in the involvement of stakeholders, with interest in further development in all three countries.
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Introduction

In the development and reform of their health care systems, many countries have made use of health technology
assessment (HTA). The purpose of HTA is to inform decision-making in order to promote an equitable, efficient, and
high-quality health system.' HTA is a multidisciplinary process that uses explicit methods to determine the value of
a health technology at different points in its lifecycle.' In the definition of HTA it was noted that the overall value may
vary depending on the perspective taken (reflecting implications for the patient, relatives, caregivers, and the population),
the stakeholders involved, and the decision context.' By involving stakeholders it is essential to take into account their
objectives and expectations in the HTA process, informed judgments can be made about the value of specific health
technologies, answering the questions of how and to what extent specific health technologies can help protect, restore, or
enhance the health of specific patient groups.” The application of HTA in many countries is still evolving and there is
some uncertainty on how the principles of HTA can be adopted by stakeholders in health care services.

To ensure transparency in the HTA process, including social values and patient perspectives,® a number of countries
actively involve stakeholders (formal and informal) in HTA. There are several barriers in involving different types of
stakeholders and in the HTA process it is essential to take into account their needs and expectation.*

HTA was first used in decision making in Kazakhstan in 2009, in Poland® in 2005 and in Bulgaria in 2015.” The
main purpose of HTA in the three countries to indicate it is used to inform decisions regarding the health technology

Patient Preference and Adherence 2024:18 10091015 1009
Received: 20 December 2023 © 2024 Kulembekova et al. This work is published and licensed by Dove Medical Press Limited. The full terms of this license are available at https://www.dovepress.com/
AT terms.php and incorporate the Creative Commons Attribution — Non Commercial (unported, v3.0) License (http:/creativecommons.org/licenses/by-nc/3.0/). By accessing

Accepted: 8 May 2024
Published: 22 May 2024

the work you hereby accept the Terms. Non-commercial uses of the work are permitted without any further permission from Dove Medical Press Limited, provided the work is properly attributed.
For permission for commercial use of this work, please see paragraphs 4.2 and 5 of our Terms (https://www.dovepress.com/terms.php).


http://orcid.org/0000-0001-6668-5127
http://orcid.org/0000-0001-8376-4345
http://www.dovepress.com/permissions.php
https://www.dovepress.com/terms.php
https://www.dovepress.com/terms.php
http://creativecommons.org/licenses/by-nc/3.0/
https://www.dovepress.com/terms.php
https://www.dovepress.com

Kulembekova et al Dove

being assessed and its availability within the health care system. HTA processes in Kazakhstan are regulated by the
National Scientific Center for Health Development (NSCHD). Moreover, HTA reports are reviewed by the joint
commission on the quality of medical services (JQC) of the Ministry of health (MoH), which includes representatives
of the association, the experts from MoH and the NSCHD. In 2019-2020, the Project on “The Use of Evidence-Informed
Deliberative Processes for Health Benefit Package Design in Kazakhstan” was implemented, within the framework of
which it was proposed to expand the composition of the JQC by involving all types of stakeholders.®’

HTA in Poland is used in hospitals as a methodology for the evaluation of therapeutic, pharmaceutical drugs and other
procedures (non-medical therapeutic interventions). Using a review of current knowledge from scientific journals and
based on economic analysis, it is indicated whether a particular solution in a hospital will have a positive impact (as
effectiveness of a procedure and its cost-effectiveness). Through the analysis, it is determined in a multi-year perspective
how any technology will change the operation of a particular unit.

In December 2015 the National Center for Public Health and Analyses in Bulgaria established the HTA official
procedures. Currently, the National Council on Prices and Reimbursement of Medical Products carries out a HTA of the
medicinal products.'®

Many countries engage health care stakeholders in the HTA process, complementing government processes in the
health care systems.'""'? We aimed to identify the involvement of stakeholders in the HTA process and compare the
experience of the three countries in application to health care

Methods

Representatives of the three countries agreed to include in the survey seven types of stakeholders of the kind identified by
Concannon et al.'> These were patients and the public; providers (medical specialists or hospitals etc.); purchasers
(entities responsible for the costs of health services); payers (entities responsible for reimbursement of the interventions);
policy makers (representatives of the MoH or government); product makers (industry); and principal
investigators (academia).

Three representatives from each of the seven stakeholder groups were selected for the survey, to provide 21
respondents for each country. In selecting these persons, preference was given to those who had been involved at least
once with HTA issues.

After selection of the stakeholder respondents in the three countries, their opinion was obtained on the terminology

presented by Street et al.'*

This was necessary to ensure that the respondents from different health systems agreed with
the definitions of stakeholders. Consensus was obtained on the following terms.

Patient « A person with a disease or disorder who is benefiting from some aspect of the healthcare system because of
that condition »;

Provider (Carer/caregiver) « An individual who is a primary or secondary caregiver for a patient or usually the main
health care provider»;

Stakeholder « An individual with an interest in the primary or secondary final outcome of the HTA process ».

We analyzed the work from European Patients’ Forum survey'> and chose questions that could be directed both to
patients and to other stakeholders. Respondents were asked to indicate in which of the seven stages (identification,
prioritisation, assessment, producing information, internal review, and diffusion/dissemination) a particular type of
stakeholder might be involved.

Respondents were also asked to indicate whether the level of involvement was Full, Partial or No. In the example that
follows, of responses from Kazakhstan respondents on one of the stakeholders, there was one full and four partial
agreements, presented as 27.8% agreement (Table 1).

Six categories of objectives of stakeholders’ participation in HTA were given to respondents to determine their vision
and agreement with each of them. This will help us to understand the common objectives of stakeholder engagement in
HTA from different groups of representatives and reflect them in future documents of the country.

In addition, the same respondents were asked three open questions on selection and management of stakeholders’
participation in the HTA process:
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Table | Vision of the Respondents on Level of Stakeholder’s Involvement in the HTA Stages

Stakeholders | Countries | lIdentification Prioritisation | Assessment Produce Internal External Diffusion and

(%) (%) (%) Information Review Review Dissemination
(%) (%) (%) (%)
Providers of Kz 27,8 22,2 16,7 16,7 27,8 22,2 33,3
care Pol 9,5 19,0 14,3 14,3 14,3 14,3 19,0
Bul 23,8 14,3 14,3 23,8 9,5 9,5 14,3
Payers Kz 16,7 22,2 27,8 33,3 5,6 27,8 33,3
Pol 9,5 9,5 19,0 28,6 4,8 19,0 23,8
Bul 14,3 23,8 23,8 14,3 14,3 14,3 9,5
Purchaser Kz 33,3 27,8 33,3 33,3 33,3 27,8 1,1
Pol 28,6 19,0 19,0 23,8 28,6 23,8 9,5
Bul 19,0 14,3 19,0 9,5 9,5 9,5 14,3
Policy makers Kz 22,2 27,8 38,9 27,8 (N 16,7 16,7
Pol 19,0 19,0 28,6 238 33,3 9,5 14,3
Bul 14,3 333 23,8 9,5 23,8 238 14,3
Product maker Kz 22,2 16,7 1,1 33,3 1,1 5,6 33,3
Pol 19,0 14,3 14,3 19,0 9,5 48 23,8
Bul 14,3 48 9,5 19,0 19,0 48 19,0
Principal Kz 16,7 27,8 27,8 22,2 22,2 33,3 16,7
nvestigacors Pol 14,3 23,8 23,8 14,3 19,0 19,0 14,3
Bul 14,3 14,3 23,8 23,8 23,8 23,8 19,0
Public Kz 22,2 278 16,7 16,7 5,6 5,6 16,7
Pol 19,0 23,8 14,3 9,5 4,8 48 14,3
Bul 28,6 9,5 48 14,3 48 14,3 19,0

Abbreviations: *KZ, Kazakhstan; Pol, Poland; Bul, Bulgaria.

e who should select stakeholders to participate in HTA preparation and to involve in decision-making process;

e should regulatory (guidance) documents be prepared to attract stakeholders (for example, how to select participants,

the rights of participants in the HTA process, at what stage should a certain stakeholder be involved in HTA, etc.);

e and who should manage stakeholders’ involvement in HTA preparation and decision-making process (government

or non-government).

Participants in the interviews were provided with a hard copy of the open-ended questions on which they could record

their responses. The interviewer had the opportunity to ask follow-up questions for clarification, and recorded responses

to these on hard copy. Before the start of the survey, the questions presented were pilot-tested among seven respondents

to determine whether the question was understandable. Survey conducted on February and April 2022 in each of the three

countries. The survey was conducted in Kazakhstan in Russian and Kazakh languages, depending on the preference of

the respondent, in Bulgaria in Bulgarian and in Poland in Polish.

The other responses with low agreement are included in the discussion. The results were compared and discussed by

the authors in online meetings.
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Results

All 21 respondents from both Poland and Bulgaria participated in the survey. There were 18 participants from
Kazakhstan with two respondents for decision makers, payers and industry. Their responses on involvement in the
seven HTA stages are shown in Table 1.

|dentifying the Prospects for Involving Different Types of Stakeholders in HTA Process
For Providers of care, respondents from Kazakhstan gave high scores for their involvement in Diffusion and dissemina-
tion and for Identification and Internal review. Poland also indicated support for Dissemination, though with a lower
score. Bulgaria had a high score for Identification.

For Payers, Kazakhstan and Poland gave high scores for Producing information and Diffusion/dissemination.
Bulgaria’s highest scores were for Prioritisation and Assessment.

Kazakhstan gave high scores for Purchasers in all activities except Diffusion and dissemination. Poland also gave
high scores for four of the activities but had lower scores for Prioritisation and Assessment. Bulgaria’s highest scores
were for Identification and Assessment.

For Policy makers there were some areas of agreement between countries but also differences. For Kazakhstan the
highest score was for Assessment, followed by Prioritisation and Producing information. Poland also had high scores for
Assessment and Producing information but the highest score was for Internal review. Bulgaria’s highest score was for
Prioritisation followed by Assessment and Reviews.

Both Kazakhstan and Poland had relatively high scores for Product makers in Diffusion and dissemination.
Kazakhstan had a high score for Producing information which was not matched by Poland. Bulgaria’s scores were
relatively low for all activities.

For Principal investigators, Kazakhstan and Poland both had high scores for Prioritisation and Assessment.
Kazakhstan also had a high score for External review while Poland had a low score. Bulgaria had high scores for
Assessment, Product information and Reviews.

With Public, the highest score was from Bulgaria for Identification. Kazakhstan and Poland had significant scores for
Prioritisation, lower scores for other items.

Table 2 presents the choices of respondents from the three countries on six objectives for stakeholders’ participation in HTA.

Table 2 Level of Agreement on Objectives of Stakeholders’ Participation in HTA

Objectives Kazakhstan Poland Bulgaria
N | Agree Partly | Donot | N | Agree Partly | Donot | N | Agree Partly | Do not
(%) Agree Agree (%) Agree Agree (%) Agree Agree

(%) (%) (%) (%) (%) (%)
To enhance the completeness of the 18 88,9 56 55 21 71,4 23,8 4.8 21 100 0 0
evidence underlying decision-making for
personalized health technologies
Legitimacy of the preventive technology 17 88,2 11,8 0 21 52,3 38,1 9,6 21 76,2 19 4,8
assessment process, thereby ensuring public
perception of the results
To increase the ability of the population to 17 58,8 17,6 23,6 21 71,4 28,5 0,1 21 57,1 19 23,9
take care of their own health
To improve public participation in the 18 94,4 5,6 0 21 52,3 33,3 14,4 21 57,1 333 9,6
democratic process
Ensure that the HTA process is consistent 17 76,5 17,6 59 21 57,1 333 9,6 21 95,2 0 4,8
with public values and the public interest is
included in the values of the HTA process
Help explain the reasons for difficult 18 83,3 1,1 56 21 57,1 333 9,6 21 90,5 9,5 0
decisions to the public.
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Objectives of stakeholders’ participation in HTA is to enhance the completeness of the evidence underlying decision-
making for personalized health technologies were agreed by representatives of the all three countries, though the Polish
response included a high proportion of partial agreements.

Kazakhstan and Bulgaria were in agreement with legitimacy of the preventive technology assessment process, thereby
ensuring public perception of the results. However, the Polish response, with a high proportion of partial agreements,
indicated that almost 10% of participants disagreed and that support was not achieved.

In contrast, the task of stakeholders’ involvement in HTA is to increase the ability of the population to take care of
their own health, all responses from Poland were in full or partial agreement, but the other countries showed that over
23% of their responses disagreed.

The objective as to improve public participation in the democratic process was supported by all the responses from
Kazakhstan, but both Poland and Bulgaria indicated substantial levels of disagreement.

Objectives of stakeholders’ participation in HTA is to ensure that the HTA process is consistent with public values
and the public interest is included in the values of the HTA process as well as Help explain the reasons for difficult
decisions to the public attracted strong support from both Kazakhstan and Bulgaria but limited approval from Poland
with almost 10% disagreement (Table 2).

Selection and Management of Stakeholder’s Participation in HTA Process (Open Question)
All respondents agreed that MoH should select stakeholders’ in HTA preparation and decision-making process. However,
respondents from Kazakhstan and Bulgaria note that in addition to representatives of the MoH, it is necessary to input
from the HTA body, patients and industry.

All respondents from the three countries agreed that regulatory (guidance) documents should be created to attract
stakeholders. They would include selection of participants, their rights in the HTA process, and the stage of their
involvement of HTA.

Representatives from industry of Kazakhstan noted that to select stakeholder’s an online application must be formed,
then the Advisory commission (on reimbursement) should conduct a selection considering the criteria and competencies.

From patient perspectives, the independent body (non-government organization) with competencies and clear guide-
lines should provide management of stakeholders’ involvement in HTA preparation and decision-making process.
Moreover, this independent body should be competent to identify conflicts of interest.

Discussion

Democracy process in some middle or low middle income countries developed slowly. Implementation of the delib-
erative process as an aspect of the democracy can help to include public opinion with social values.'®'” The development
of HTA in Kazakhstan’ has led to changes in the approach to health benefits package design in that country.” That
example would have informed Kazakhstan respondents’ opinion that stakeholders’ objective is public participation in the
democratic process. In the context of Poland, a noteworthy segment of respondents conveyed a nuanced perspective,
demonstrating partial alignment with the objectives outlined in HTA. This tendency could be ascribed to the intricate
landscape of health policy within the country, which has been characterized by ongoing reform initiatives aimed at
restructuring healthcare services. The presence of such reform proposals has likely introduced a level of uncertainty and
ambiguity, which in turn may have influenced respondents to exhibit varying degrees of agreement with HTA
objectives.'®?

There is no consensus between all respondents at what stage stakeholders should be involved in HTA. However, the
work notes the involvement of patients or society at various stages, such as identifying health technologies for
assessment, prioritization process, assessment or conducting evaluations, produce information and making recommenda-
tions, implementing funding recommendations, and disseminating solutions.”***> According to respondents, for the
Kazakhstan HTA model, patient or public involvement can be considered at all stages, except for the internal and
external review of the HTA report. For Poland, their involvement is most likely should be at the stages of identification,
prioritization, assessment and dissemination, while in Bulgaria identification, produce information, external review and
dissemination.
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It is worth noting that patient-oriented groups are not sufficiently developed in Kazakhstan. Often, some nongovern-
mental organizations of individual patient-centered groups may have goals related only to their activities, while other
areas may not be sufficiently discussed. When patient-centered groups or individuals are involved, it is important that
they contribute to the HTA process by considering the value of all patients as a whole, rather than specific groups with
a particular disease.

In many stages of HTA assessment, respondents from Kazakhstan see an important role for the participation of
purchasers, payers, and policy makers in almost all stages, where in the other two European countries their role is rated
slightly lower. This may be due to the fact that in Kazakhstan all three stakeholders work closely together. The Social
Health Insurance Fund forms a tariff at which a medical organization receives funds to reimburse services, therefore they
are interested in introducing cost-effective technology. This may be why respondents proposed their participation in all
HTA processes.

Responses for Bulgaria reflected its use of adopted European regulations as a member of the EU.>* Implementation of
these is in progress, and will be reflected in regulatory documents.

There is no consensus between respondents on how stakeholders should be selected, or on the capacity and role of
different types of stakeholders. This may be due to the fact that stakeholders are not sufficiently aware of the role of each
participant and the HTA processes. For example, in the work of Scott and co-authors determined that patients could not
always clearly imagine the purpose of their participation in HTA, although sometimes they could provide information
about what contribution they made.?® In this regard, the authors of this work believe that it is necessary to provide
training activities for stakeholders on basic issues of the HTA process, so that each stakeholder can make their
contribution in decision making process.

Conclusion

In all three countries, Bulgaria, Kazakhstan, and Poland, progress is observed in relation to stakeholders’ involvement in
HTA. The fact that these countries have started discussions and they are ready to apply the best practices in their
countries shows that the health system is ready for change. Future steps for stakeholder engagement can start from
development of regulatory (guidance) documents that will include the selection of stakeholders and the management of
their involvement or participation.
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