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Abstract:

Background and Objectives: In different countries, there are different reasons for adopting
and institutionalizing health technology assessment (HTA), and it is used as an important tool
in the decision-making process by different stakeholders in the health system. In Iran, in line
with other countries of the world and in pursuit of increasing health costs, ensuring the safety,
effectiveness and cost effectiveness of imported health technologies and improving the quality
of health services, the HTA program started working in 2007 in the Ministry of Health's deputy
health body. Creating an effective HTA program that guides key policy decisions for the health
care system is a challenging task and requires the strong commitment of politicians and key
decision makers in the health system, as well as an appropriate organizational structure and an
efficient institutional set. This research was conducted with the aim of analysis the policy of
the HTA system and providing policy options in order to identify the institutional capacities
and analysis the stakeholders and providing policy options for the development of HTA
capacity in Iran.

Methods: This policy analysis study is a qualitative study that was conducted in 4 phases. In
the first phase, in order to know the structure of the HTA system (in Dimentions of context,
content, process and stakeholders) in the world, a comparative study was conducted, in which
the countries of France, Germany, Finland, Denmark, Canada, the United States of America,
England, Australia and Iran represent different regions of the world in terms of The type of
financing was based on Guardian's view. In the second phase, a comprehensive review study
was conducted through searches in web of science, PubMed, Scopus databases and manual
searches of relevant journals, in order to investigate and identify challenges related to the HTA
system, Then, in the third phase, using the health policy triangle analysis model, the policy
analysis of Iran's HTA system was analyzed in 4 steps: identification and analysis of contextual
factors, content analysis, process analysis, and identification and analysis of stakeholders'
coordinates. in which the data were collected by using interview methods with experts and
experts in the field of health system policy and HTA system, as well as reviewing documents
and texts, finally, in the fourth phase, correction solutions were presented based on the results
of previous phases Then, Then, in the focus group meeting, using the opinions of experts and

reaching maximum consensus, policy options were presented.

Results: The comparison of the selected countries in the first phase of the study shows that
decentralization and financing through taxes is a prominent feature of the health governance of
countries, but in Iran, the governance is centralized and financing lacks a clear pattern. Also,



regarding the establishment and development of the health technology assessment system in
the studied countries, since the beginning of the establishment of technology assessment in
these countries, continuous and continuous structural and legal changes have occurred in most
of the selected countries such as England, France and Germany, but in Iran these changes are
very It has been little. Except for the United States, all the selected countries have a national
health technology assessment system, and the most important feature of HTA systems in these
countries is the political and financial independence of these systems, which does not apply to
Iran's health technology assessment. All health technology assessment agencies/organizations
of the selected countries have had political and financial independence and in Iran they are
completely dependent. The related processes themselves have been clearly defined and made
available to the public, in such a way that from the time of choosing the technology for
evaluation to the decision-making based on the evaluation, it is clearly defined and practically
in order to avoid conflicts of interests and possible challenges. In HTA, all processes are
accessible to the public on the websites of these institutions. The degree and level of impact of
health technology assessment in all countries was at the national level and in France, Finland
and Canada it is also regionally and locally effective. In the second phase, 95 records have been
included in the study, among which the largest number of studies are related to the years 2020
and 2021. Challenges related to HTA in codes; Infrastructural challenges, process challenges
and content challenges were categorized. Lack of human resources, financial resources, as well
as the lack of appropriateness of the allocated budget with the workload of HTA, lack of
knowledge and understanding of health technology assessment, weak prioritization and
prioritization processes, and lack of standard methods for determining topics and methods.
Work, lack of necessary guides and tools, political pressures or preferences, challenges related
to complex and rare technologies, complications related to primary studies and data collection
and traditional decision-making are among the most important challenges of health technology
assessment in the world. In the third phase of the study, contextual factors affecting Iran's HTA
policy were extracted in four groups: situational, structural, cultural and external (international)
factors. In the analysis of Iran's HTA policymaking process, issue, policy, and political currents
aimed at creating a window of opportunity, with the outstanding role of graduates of
management, policymaking, and health economics as entrepreneurs, set the policy agenda for
health technology assessment. In formulating and establishing Iran's HTA policy, the
challenges of Iran's HTA were extracted, and then they considered the HTA system to be a
system without targeted and codified evaluation and expressed that HTA absolutely needs to
be evaluated. In the stakeholder analysis, the key stakeholders of HTA have been identified and



their role and position in supporting or opposing HTA has been examined, and most of the
organizations that had more knowledge had a better supporting role and higher power. Then,
based on the corrective solutions, the options of maintaining the existing situation by
implementing a comprehensive strategy, creating a higher institution under the direct rule of
the Ministry with specialized committees in the vice-ministers of the Ministry of Health and
creating an independent structure from the Ministry of Health in the body of the country's
technology system They were discussed along with related sub-options as policy options for
the promotion and development of health technology assessment in the country.

Conclusion: The selected countries have experienced many ups and downs in the history of the
establishment and implementation of their health technology assessment institution, from the
continuous and continuous change of structures to the change and creation of laws related to
HTA. Therefore, making changes in the structure and following the rules related to HTA over
time and in accordance with the changes in the context of each country is one of the
requirements for the development and improvement of health technology assessment. Also,
having standards and processes for the management of health technology assessment can help
to improve and accept the resulting decisions. In the comprehensive review as the second phase
of this research, the challenges related to HTA in the world have been extracted, which shows
that in developing countries, as well as in the initial stages of establishment and implementation
of health technology assessment, most of the challenges are infrastructural and related to the
lack of manpower. Human, financial and budget resources related to the basic needs in setting
up and establishing an HTA organization are more visible. Process challenges related to
decision-making and the type of implementation of health technology assessment, as well as
political challenges in applying HTA recommendations and results, along with challenges
related to special conditions such as epidemics, age, complex technologies, etc. in the
development stages. The findings of the evaluation of health technology and leading countries
are more visible. Therefore, it is necessary to examine these challenges and methods of dealing
with them in the path of establishing and institutionalizing as well as developing HTA.
Infrastructural challenges, although relatively solvable with financial resources, will require a
written plan and efforts to solve them. Also, more complex challenges related to technologies,
age and epidemics can be solved by developing human resources and increasing skills in the
health technology assessment group and achieving more appropriate approaches. Regarding the
challenges related to decision-making and policy-making, training can be very helpful. In the
qualitative study, various contextual factors affecting Iran's HTA policy were investigated,



which can be attributed to the increasing costs of the health system, economic sanctions against
the country, as well as the informed policymaking body and the change of managers at high
levels along with factors such as poor management of resources, rate He pointed out high
induced demand, high out-of-pocket payment rates, etc. Regarding the agenda setting of the
three problem streams, the policy stream and the political stream were placed in a specific time
process in a path that the group of graduates familiar with HTA as policy entrepreneurs used
the opportunity and caused this policy to be placed on the agenda. The aforementioned policy
options have taken into consideration the structure and manner of communication as well as

how to develop and modify the health technology assessment system.

Researchers believe that Iran's HTA is many steps ahead of many countries in the region and
has come a long way. But this does not mean that this institution has suitable conditions.
According to the results and findings of this study, the researchers believe that very detailed
structural and legal reforms should be applied to HTA and its communications and processes
in order to provide a way out of the challenges that wounds have placed on this relatively new

institution.
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